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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  162 

Regulations  for  the  Enforcement  of 
the  Federal  Insecticide,  Fungicide  and 
Rodenticide  Act;  Interim  Final 
Regulation  Relating  to  Conditional 
Registration 

agency:  Environmental  Protection 
Agency,  Office  of  Pesticide  Programs. 
ACTION:  Interim  Final  Rule. 

summary:  This  interim  final  regulation 
expands  the  pesticide  registration 
program  of  the  Environmental  Protection 
Agency  (EPA  or  Agency)  to  authorize 
the  conditional  registration  of  pesticide 
products  which  are  identical  or 
substantially  similar  to  those  currently 
registered.  It  also  authorizes  the 
registration  of  new  uses  of  existing 
pesticides.  This  regulation  sets  forth  the 
applicable  definitions,  the  data 
requirements  for  obtaining  conditional 
registration,  the  conditions  under  which 
such  applications  will  be  approved  or 
denied,  and  the  mechanism  for 
cancellation  of  conditional  registrations. 
The  Agency  is  also  revising  §  162.7  and 
§  162.8  of  its  current  registration 
regulation. 

DATES:  Effective  May  11, 1979. 

Comments  may  be  submitted  by  July  10. 
1979. 

ADDRESSES:  Comments  should  be  sent, 
in  triplicate  if  possible,  to  the  Federal 
Register  Section,  Program  Support 
Division  (TS-757),  Office  of  Pesticide 
Programs,  Environmental  Protection 
Agency,  401  M  St.,  S.W.,  Washington, 
D.C  20460.  All  comments  should  bear 
the  identifying  notation  OPP-30024.  All 
written  comments  will  be  available  for 
public  inspection  from  8:30  a.m.  to  4  p.m. 
Monday  through  Friday. 

FOR  FURTHER  INFORMATION  CONTACT.  * 
Herbert  S.  Harrison.  Registration 
Division  (TS-767).  EPA.  401  M  Street 
S.W..  Washington.  D.C.  20460. 
SUPPLEMENTARY  INFORMATION:  This 
regulation  implements  sections 
3(c)(7)(A)  and  3(c)(7)(B)  of  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide 
•Act  (FIFRA  or  the  Act),  as  amended  by 
the  Federal  Pesticide  Act  of  1978  (Pub.  L 
95-396,  92  Stat.  819,  7  U.S.C.  136  et  seq.) 
as  well  as  related  provisions  of  FIFRA 
section  3(c)(5)  and  section  6(e).  Final 
regulations  (40  CFR  Part  162)  for  the 
registration,  reregistration,  and 
classification  of  pesticides  were 
published  in  the  Federal  Register  on  July 
3, 1975  (40  FR  28242).  This  regulation 
amends  Part  162  by  adding  new  sections 


designated  §S  162.18-1  through  162.18-5, 
and  by  revising  S  162.7  and  §  162.8. 
Regulations  implementing  FIFRA  section 
3(c)(l)(D)(ii)  appear  elsewhere  in  this 
issue  of  the  F^eral  Register. 

Purposes  of  Conditional  Registration 

Prior  to  enactment  of  the  Federal  , 
Pesticide  Act  of  1978,  FIFRA  section 
3(c)(5)  set  forth  the  test  for  registrability 
of  a  pesticide.  It  states,  in  part: 

Approval  of  registration. — ^The 
Administrator  shall  register  a  pesticide  if  he 
determines  that  when  considered  with  any 
restrictions  imposed  *  *  * 

(A)  its  composidon  ip  such  as  to  warrant 
the  proposed  claims  for  it; 

(B)  its  labeling  and  other  material  required 
to  be  submitted  comply  with  the 
requirements  of  this  Act; 

(C)  it  will  perform  its  intended  function 
without  unreasonable  adverse  effects  on  the 
environment;  and 

(D)  when  used  in  accordance  with 
widespread  and  commonly  recognized 
practice  it  will  not  generally  cause 
unreasonable  adverse  effects  on  the 
environment. 

FIFRA  section  3(c)(5)  requires  that 
before  the  Agency  registers  a  product,  or 
amends  an  existing  registration,  the 
Agency  must  conclude,  based  on  a 
review  of  sufficient  data,  that  neither 
the  product  itself  nor  any  of  its  uses 
would  cause  an  unreasonable  adverse 
effect  on  the  environment. 

Data  requirements  designed  to  allow 
the  Agency  to  make  section  3(c)(5) 
determinations  have  increased  over  the 
years.  Moreover,  the  Agency  has 
concluded  that  data  submitted  in 
suppcHl  of  earlier  pesticide  registrations 
should  be  subjected  to  validation  under 
modem  standards. 

In  most  cases,  therefore,  the  Agency 
can  grant  a  registration  under  FIFRA 
section  3(cM5)  only  after  it  has 
determined  that  all  required  data  have 
been  submitted,  and  only  after  a 
comprehensive  review  of  that  data  has 
been  completed.  Congress  has  directed 
the  Agency  to  conduct  reevaluations  of 
all  previously-registered  pesticides  (a 
process  call^  reregistration).  The 
Agency  intends  to  conduct  these 
evaluations  systematically  and  to  issue 
“generic  standards”  setting  for  the 
Agency’s  regulatory  posture  on  each 
pesticide. 

Under  the  pre-1978  FIFRA,  the  Agency 
felt  compelled  to  deny  registration  of 
new  products,  even  those  containing 
only  "old”  ingredients,  until  all  required 
testing  of  the  pesticide  had  been  done 
and  the  results  reviewed.  This  created 
major  problems  for  firms  seeking  to 
enter  the  market  with  products 
essentially  like  those  already  being  sold 
legally,  and  also  made  it  very  difficult  to 


obtain  approval  for  new  uses  of  already- 
registered  products.  This  class  of 
problems  was  referred  to  as  a  “double 
standard,”  and  was  of  great  concern  to 
both  EPA  and  the  Congress. 

In  addition,  the  Agency  believes  that 
even  where  most  or  all  of  the  data 
required  for  a  “no  unreasonable  adverse 
effects”  determination  are  available,  it 
is  imperative  that  the  Agency’s  limited 
resources  for  data  review  be  used  in  the  — 
most  productive  manner.  This  requires 
that  the  scheduling  of  chemicals  for 
comprehensive  review  be  based  on 
factors  such  as  the  type,  use  pattern, 
and  volume  of  use  of  the  various 
chemicals.  'The  Agency  does  not  intend 
to  immediately  conduct  a 
comprehensive  data  review  merely 
because  an  application  for  registration 
has  been  submitted.  But  a  system  which 
*would  indefinitely  deny  registration  to 
products  containing  chemicals  low  on 
the  review  priority  list  would  be 
unacceptable.  A  mechanism  to 
overcome  these  various  problems  was 
needed.  ’The  Agency  thus  requested,  and 
Congress  in  1978  enacted,  legislation 
“authorizing  the  Administrator  to 
conditionally  register  *  *  *  products  in 
certain  situations,  even  though  certain  of 
the  data  that  were  required  for  complete 
registration  [under  section 
3(c)(5)]  *  *  *  had  not  yet  been 
generated,  or,  if  on  flle  with  the  Agency, 
had  not  yet  been  reviewed  for  validity 
or  sufficiency.”  * 

CcHiditional  registration  is  a 
discretionary  authority  with  a  twofold 
purpose:  (1)  to  eliminate  existing 
barriers  to  registration  and  market  entry 
resulting  from  the  previously  mentioned 
double  standard:  and  (2)  to  provide  a 
needed  transition  phase  between  the 
case-by-case  approach  under  which  the 
Agency  has  operated  in  the  past  and  the 
new  generic  standards  process.  The 
Agency’s  objective  is  that  all  currently 
registered  products,  which  are  subject  to 
reregistration,  and  similar  products  for 
which  new  registrations  are  sought, 
should  be  allowed  to  progress  in  an 
orderly  fashion  into  a  systematic  and 
all-encompassing  standards-setting 
program. 

Ibese  goals  must,  however,  be 
pursued  in  a  manner  consistent  with  the 
Agency’s  fundamental  mission  of  the 
protection  of  human  health  and  the 
environment  from  unreasonable  adverse 
effects  of  pesticides.  The  Agency  is 
authorized  to  issue  conditional 
registration,  but  is  not  obligated  to  do 
so,  and  will  not  do  so  where  a 

'  Report  of  the  Senate  Committee  on  Agriculture, 
Nutritioa,  and  Forestry.  S.  Rep.  No.  95-334, 95th 
Cong.,  1st  Sess.  (July  6. 1977),  ("Senate  Report")  at 
page  2a 
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conditional  registration  would 
signiflcantly  increase  the  risk  of 
unreasonable  adverse  effects. 

Conditional  registration  will  be  used 
to  register  new  products  and  to  amend 
existing  registrations  of  products 
containing  a  particular  active  ingredient 
until  a  final  generic  standard  for  that 
active  ingredient  is  published.  If  the 
generic  standard  states  that  additional 
data  must  be  submitted  on  an  active 
ingredient  before  products  containing  it 
can  be  unconditionally  reregistered,  the 
products  containing  the  active 
ingredient  may  be  conditionally  ‘ 
reregistered.  If  the  generic  standard 
states  that  all  required  data  have  been 
submitted  and  evaluated,  products  can 
be  reregistered  unconditionally. 

Under  the  new  conditional 
registration  authori^.  a  product  may  be 
registered,  or  its  registration  amended,  if 
the  Agency  concludes  that  the  action 
would  not  significantly  increase  the  risk 
of  unreasonable  adverse  effects  on  the 
environment,  provided  certain 
conditions  are  met.  These  regulations 
describe  how  EPA  will  exercise  its 
conditional  reregistration  authority 
under  FIFRA  sections  3(c)(7)(A)  and 
3(c)(7)(B). 

FIFRA  section  3(c)(7)  is  divided  into 
three  parts.  The  third,  section  3(c)(7)(C). 
deals  with  conditional  registration  of 
products  containing  new  active 
ingredients.  The  regulations  issued  here 
do  not  concern  section  3(c)(7)(C):  for  the 
time  being,  applications  for  registration 
under  that  authority  will  be  handled  on 
a  case-by-case  basis. 

Sections  162.18-1  through  162.18-5  set 
forth  the  Agency’s  standards  and 
procedures  for  conditional  registration 
under  FIFRA  sections  3(c)(7)(A)  and 
3(c)(7)(B).  Section  162.18-1  addresses 
the  scope  of  the  regulations;  coverage, 
and  contains  necessary  definitions. 
Section  162.18-2  establishes  data 
requirements  for  the  various  types  of 
products.  Section  162.18-3  sets  forth  the 
requirements  for  applications  for 
conditional  registration.  Section  162.18-4 
describes  the  disposition  of  applications 
for  conditional  registration  and  the 
criteria  for  approval  of  such 
applications.  Section  162.18-5  describes 
Agency  procedures  for  cancellation  of 
conditional  reregistrations  as  specified 
in  FIFRA  section  6(e). 

The  ffnal  portions  of  40  CFR  162.7  and 
162.8  are  also  revised  to  conform  the 
existing  regulations  to  the  new 
conditional  registration  authority,  delete 
obsolete  provisions,  and  acknowledge 
that  the  generic  standards  process  will 
be  used  for  reregistration. 


Development  of  This  Regulation 

The  Administrator  has  determined 
that  there  are  compelling  public  interest 
reasons  for  this  regulation  to  be 
published  as  an  interim  final  regulation 
at  this  time.  Because  this  conditional 
registration  regulation  permits  the 
Agency  to  eliminate  the  double  standard 
for  registration  and  resume  the 
registration  program  as  quickly  as 
possible,  the  Administrator  believes  that 
the  public  interest  is  best  served  by 
making  this  regidation  effective  upon 
publication. 

Because  this  regulation  is  not  being 
published  as  a  proposed  regulation,  the 
Agency  has  provided  considerable 
opportunity  for  public  comment  on  the 
regulation  during  its  development.  An 
Advance  Notice  of  Interim  Final 
Rulemaking,  published  in  the  Federal 
Register  on  July  25. 1978  (43  FR  32154), 
invited  comments  from  interested 
persons  on  the  general  aspects  of 
conditional  registration,  compensation, 
efficacy  data  waiver,  and  other 
prospective  issues  perceived  in  the 
development  of  regulations.  A  working 
draft  of  the  regulation  was  circulated 
(October  6, 1978)  to  over  2,500  interested 
industry,  environmental  and  consumer 
groups,  state  and  local  agencies,  and 
agricultural  organizations.  Specific 
comments  on  the  issues  involved  were 
solicited.  Three  one-day  public  meetings 
were  held  in  Washington,  D.C.,  on 
November  6,  7,  and  8. 1978.  to  receive 
comments  on  the  major  issues  identified 
in  the  draft  regulation. 

As  a  result  of  the  several 
opportunities  accorded  to  interested 
persons  for  commenting  on  this 
regulation,  a  number  of  valuable 
comments  were  received  and  have  been 
considered  in  developing  this  document. 
The  majority  of  the  comments  were 
directed  to  a  few  new  or  changed 
policies  that  will  be  established  by  the 
regulation.  Comments  of  major  concern 
pertaining  to  the  conditional  registration 
regulation  have  been  categorized, 
compiled,  and  reviewed.  These 
comments  are  addressed  when 
necessary  in  the  following  sections  of 
this  document 

Definitions 

’The  October  6, 1978,  draft  of  these 
regulations  contained  the  term 
“substantially  similar  product"  which 
several  commenters  believed  was 
inadequately  defined.  'The  Agency  has 
revised  162.18-2  of  the  regulation  so  that 
a  definition  of  “substantially  similar 
product"  is  not  necessary.  All  products 
other  than  “identifical  products”  (a 
defined  term)  are  addressed  together  in 


S  162.18-2,  the  hazard  data  requirements 
varying  to  reflect  the  level  of  risk 
assessment  associated  with  a  greater  or 
lesser  degree  of  similarity  of  the  product 
or  use  to  those  currently  registered. 
Therefore  the  separate  definitions  of 
“substantially  similar  product"  and 
“identical  or  substantially  similar  use" 
have  been  deleted. 

Several  conunenters  suggested  that 
the  terms  “major  food  or  feed  crop"  and 
“minor  food  or  feed  crop"  or  variations 
thereof  be  defined.  It  is  true  that  the 
application  of  the  statutory  prohibitions 
of  FIFRA  §  3(c)(7)(B)  depends  in  certain 
instances  on  whether  a  crop  is  deemed  a 
“major  food  or  feed  crop”  or  a  “minor 
food  or  feed  crop.”  Specifically,  if  a  new 
use  of  a  pesticide  under  a  Rebuttable 
Presumption  Against  Registration 
(RPAR)  involves  a  major  food  or  feed 
crop,  conditional  registration  is 
prohibited.  The  same  holds  true  for  a 
minor  food  or  feed  crop  unless  there  are 
no  available  and  effective  alternatives 
to  that  pesticide. 

The  Agency  has  decided  not  to  define 
these  terms  by  regulation  at  this  time. 
There  is  no  overall  consensus,  within  or 
without  the  Agency,  of  definitions  which 
would  be  specific  enough  to  be  useful 
yet  still  allow  the  necessary  flexibility 
for  making  sound  regulatory  decisions. 
There  is  general  agreement  that  certain 
crops,  such  as  com,  wheat  or  alfalfa,  are 
“major  food  or  feed  crops"  and  that 
others,  such  as  hazelnuts,  leeks,  or 
mangoes  are  “minor  food  or  feed  crops." 
However,  definitions  applicable  to  all 
food  or  feed  crops  would  have  to  relate 
“major"  and  “minor"  to  some  criteria 
such  as  acreage  or  percentage  of  diet. 
These  factors  have  in  the  past  proven  to 
be  inadequate  in  addressing  many  crops 
because  they  fail  to  take  into  account  (1) 
differing  segments  of  the  consuming 
population  (a  crop  which  constitutes  a 
minor  part  of  an  average  person's  diet 
may  be  a  major  portion  of  the  diet  of 
particular  minority  or  regional 
populations);  (2)  minor  food  crops  which 
are  used  as  major  feed  items  on  a 
regional  basis  (few  crops  are  grown 
solely  as  feed  crops — most  are  by¬ 
products  of  food  crops).  For  the  time 
being,  then,  the  Agency  will  classify 
crops  as  major  or  minor  on  a  case-by¬ 
case  basis. 

Other  commenters  suggested  that  the 
Agency  define  additional  terms  which 
they  deemed  relevant  to  the  conditional 
registration  process.  Some  of  the 
suggested  terms,  such  as  “exclusive  use 
data,”  are  adequately  described  by  the 
Act.  Others,  such  as  “dietary  RPAR," 
are  not  explicitly  used  in  the  Act  or 
regulations  and  thus  no  definitioin  is 
required. 
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Submisskm  and  Review  of  Data 

As  noted  earlier,  a  conditional 
registration  may  be  granted  despite  the 
fact  that  not  all  data  required  for  a 
section  3(cK5}  registration  have  been 
submitted  to  EPA,  or  despite  the  fact 
that  EPA  has  not  yet  reviewed  all  the 
data  that  have  been  submitted 
concerning  the  pesticide.  If  data 
required  for  an  unconditional 
registration  have  not  been  submitted  to 
the  Agency,  a  conditional  registrant 
must  agree  to  submit  the  data  when 
other  registrants  of  similar  pesticides 
must  submit  data — either  at  the  time  the 
product  is  reregistered  or  when  the 
Administrator  requires  data  submission. 

However,  the  Agency  will  not  grant 
even  a  conditional  registration  unless 
data  sufficient  to  make  the  findings 
required  by  FIFRA  section  3(c)(7)  are 
available  for  review  by  the  Agency. 

In  general,  the  Agency  will  review 
data  for  one  or  more  of  the  following 
purposes  in  connection  with  the 
application  for  conditional  registration: 

1.  To  demonstrate  that  the  product  is 
identical  to  a  currently  registered 
product  (Refer  to  Incremental  Risk 
Assessment,  Part  A,  Identical  Products 
and  Uses): 

2.  To  evaluate  the  incremental  risk 
posed  by  the  product  or  its  uses  (Refer 
to  Incremental  Risk  Assessment]; 

3.  To  establish  that  the  product  is 
efficacious,  in  certain  instances  (Refer  to 
Waiver  of  Efficacy  Data  Requirement]; 
or 

4.  To  determine  whether  a  new  use 
should  be  classified  for  Restricted  Use 
(Refer  to  Classification], 

For  these  purposes,  the  Agency  must 
have  data  available  prior  to  issuance  of 
conditional  registration;  such  data  may 
not  be  deferred  under  the  conditional 
registration.  It  is  readily  apparent  and 
stated  in  §  162.18-2(d).  that  the 
formulator  of  an  end-use  product  may 
be  required  to  provide  chemistry, 
efficacy,  or  acute  toxicity  data  to  satisfy 
requirements  for  obtaining  conditional 
registration. 

The  responsibilities  of  end-use 
formulators  for  long-term  or  chronic 
testing  are  covered  by  FIFRA  section 
3(c)(2KD).  An  applicant  who  purchases 
a  registered  manufacturing  use  product 
in  order  to  formulate  an  end-use  product 
is  not  responsible  for  the  submission  or 
citation  of  data  pertaining  to  the  safety 
of  the  purchased  product  The 
formulator  thus  is  not  responsible  for  the 
development  or  submission  or  chronic 
toxicity  data  using  the  registered 
manufacturing  use  product  He  should 
not  assume,  however,  that  the  Agency  is 
obligated  to  register  his  end-use  product 


or  any  product  when  chronic  toxicity 
data  required  to  make  an  incremental 
risk  assessment  are  lacking.  The  Agency 
must  have  sufficient  information  to 
make  a  finding  of  no  incremental  risk 
before  conditional  registration  can  be 
issued.  fThis  applies  to  all  studies; 
however,  the  exemption  provisions  of 
FIFRA  section  3(cK2)(D)  are  most 
directly  relevant  to  chronic  studies.) 
Whether  missing  data  are  supplied  by 
the  formulator  (fw  formulation-relat^ 
studies,  this  is  the  expected  course  of 
action),  by  the  producer  of  the 
manufacturing  use  product,  or  by 
someone  else,  is  inconsequential  to  the 
Agency.  Thus  the  end-use  formulator 
seeking  conditional  registration  may 
Hnd  that  unless  he  chooses  to  produce 
the  data  himself,  he  will  be  imable  to 
obtain  conditicxial  registration. 

For  the  ccmditional  registration  of 
identical  products  and  identical  or 
substantially  similar  uses,  the  Agency 
generally  will  not  review  again  any  data 
currently  in  its  files.  For  other 
applications,  the  Agency  may  review 
data  currently  in  its  files  to  the  extent 
necessary  to  evaluate  the  incremental 
risk  associated  with  a  new  use  or  new 
product  The  Agency  will  review  all 
data  which  are  required  to  be  submitted 
by  the  applicant  at  the  time  of 
condition^  registration  in  accordance 
with  { 162.18-2. 

Incremental  Risk  Assessment 

Incremental  risk  assessment  is  central 
to  the  conditional  registration  program. 
The  purposes  of  this  section  are  to 
describe  the  risk  assessment  process 
and  the  underlying  assumptions  and 
rationales  on  which  it  is  based,  and  to 
give  some  insight  into  the  factors  the 
Agency  will  weigh  in  evaluating 
whether  the  FIFRA  section  3(c)(7) 
requirement  of  “no  significant  increase 
in  the  risk  of  unreasonable  adverse 
effects”  has  been  met. 

Several  commenters  questioned  the 
validity  of  an  incremental  approach  to 
risk  assessment.  Such  comments  are  not 
pertinent  to  this  document  because  the 
statute  provides  for  a  conditional 
registration  program  based  on 
incremental  risk  assessment  rather  than 
total  risk  assessment.  The  Agency 
intends  to  initiate  a  conditional 
registration  program  while  addressing 
the  risks  associated  with  current  uses  of 
a  pesticide  through  the  generic 
standards  program  and,  if  necessary,  the 
RPAR  program. 

Other  concerns  relative  to  risk 
assessment  have  already  been 
addressed  or  are  clarified  in  the 
preamble  discussion  which  follows. 
These  conunents  specifically  related  to 


the  discussion  of  incremental  risk 
assessment  relative  to  food  uses,  the 
significance  of  incremental  exposure  to 
minor  food  and  feed  uses,  and  the 
presumption  that  conditional 
registration  of  “me-too”  products  and 
uses  involves  no  significant  incremental 
risk.  No  change  in  ffie  regulation  has 
been  necessary  as  a  result  of  these 
comments. 

Section  3(c)(5)  of  the  FIFRA,  provides, 
among  other  things,  that  a  pesticide 
shall  be  registm«d  only  if  the  product 
and  its  uses  present  no  unreasonable 
adverse  effects  on  the  envirorunent.  The 
application  of  this  standard  was 
originally  accomplished  on  an  individual 
basis,  product  and  uses  being  subject  to 
the  standard  as  they  were  submitted  for 
registration.  Because  the  assessment  of 
unreasonable  adverse  effects  required 
by  FIFRA  section  3(c)(5)  resulted  in  a 
need  for  considerable  additional  data, 
the  double  standard,  as  discussed  in  the 
introductory  section  of  this  document, 
was  created 

To  place  risk  assessment  on  a  more 
equitable  and  more  manageable  level 
and  to  give  it  the  necessary  priority 
within  the  registration  program,  the 
Office  of  the  Pesticide  Programs 
instituted  the  Rebuttable  Presumption 
Against  Registration  (RPAR)  procedure 
and  the  generic  standards  program. 

Hie  RPAR  process  was  established  to 
assess  the  risks  and  benefits  of 
pesticides  that  were  identified  as  having 
exceeded  a  threshold  level  of  hazard. 
Initially,  identification  of  RPAR 
candidates  has  been  accomplished 
through  the  registration  program.  A 
pesticide  placed  within  the  RPAR 
system  is  fully  evaluated  relative  to  all 
products  and  uses  affected  to  determine 
whether  the  adverse  effects  identified 
are  unreasonable.  In  such  a  case, 
cancellation  or  denial  of  registration 
action  may  result. 

In  order  to  achieve  efficient 
reregistration  of  the  more  than  40,000 
pesticide  products  currently  registered, 
the  Agency  has  established  a  generic 
standards  program.  Under  the  generic 
system,  EPA  will  systematically  review 
pesticides,  based  on  priorities  for  review 
consistent  with  the  mandates  of 
Congress  and  the  Agency’s  needs.  All 
pesticide  products  will  be  evaluated 
against  the  unreasonable  adverse  effects 
standard  in  an  orderly  manner. 

The  generic  standards  process 
reviews  data  from  all  sources  for 
scientific  value  and  regulatory  utility 
concerning  the  pesticide,  and  identifies 
pesticides  requiring  RPAR 
consideration.  Both  generic  standards 
and  RPAR  are  designed  to  function 
systematically,  add^sing  all  aspects  of 
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a  chemical  and  its  registered  uses, 
evaluating  ail  pertinent  available  data 
and  resuitmg  in  broad  regulatory 
decisions  which  can  thereafter  be 
applied  without  further  data  review  to 
the  registration  decision  for  all  products 
of  a  similar  nature. 

There  are  many  pesticides  registered 
that  have  not  yet  been  addressed  by 
either  the  generic  standards  program,  or 
the  RPAR  program,  and  thus  may  not 
have  been  ev^uated  against  the 
unreasonable  adverse  effects  standard 
of  FIFRA  section  3(c)(5).  The  Agency 
intends  to  move  ahead  rapidly  with  both 
programs.  Nevertheless,  it  will  be  some 
time  before  a  significant  number  of 
pesticides  are  reviewed  within  these 
systems,  and  an  even  longer  time  before 
chronic  hazard  studies  to  serve  as  a 
basis  for  reaching  regulatory  decisions 
are  completed  by  registrants.  During  this 
interim  period,  many  of  the  risks 
associated  with  the  use  of  pesticides 
will  not  be  identified  or  fully  quantified. 
Usually  this  is  so  because  the  data 
necessary  to  assess  the  risks  have  not 
been  generated  by  pesticide  producers. 
Data  have  been  submitted  in  the  past, 
but  most  of  those  studies  have  not  been 
reviewed  in  light  of  current  regulatory 
and  scientific  standards — a  task  to  be 
accomplished  within  the  generic 
standards  development  program. 

Conditional  registration  of  products 
and  uses  will  be  based  on  the 
acceptance  of  the  existing  risks,  both 
known  and  unknown,  of  pesticide 
products  and  uses  already  registered 
and  in  the  marketplace.  The  Agency 
recognizes  the  potential  risks  but 
generally  has  no  basis  upon  which  to 
quantify  them  or  to  believe  that  they 
outweigh  the  benefits  of  continued  use. 
Until  the  risks  can  be  identified  and 
addressed  through  the  generic  standards 
and,  if  necessary,  the  RPAR  processes, 
little  or  no  environmental  protection  is 
achieved  by  discriminating  between 
products  registered  prior  to  1975  and 
other  prospective  pesticide  products.  At 
such  time  as  a  pesticide  is  reviewed  for 
generic  standards  development  or 
RPAR,  all  registered  products  and  uses 
will  be  included  in  the  overall 
assessment  of  adverse  effects.  Risks  and 
benefits  will  be  weighed  against  the 
unreasonable  adverse  effects  standard 
of  FIFRA  section  3(c)(5). 

Sections  3(cK7)  (A)  and  (B)  of  the 
FIFRA  direct  the  Agency  to  focus  its 
attention  only  on  increased  risks 
(incremental  risks)  posed  by  the 
registration  of  “ol^'  pesticides  and  new 
uses  of  “old"  pesticides.  Specifically, 
conditional  registration  of  both 
identical/substantially  similar  products 
and  uses  (section  3(c)(7)(A)]  and  new 


uses  (section  3(c)(7)(B)J  is  authorized 
only  if  the  new  product  or  use  “would 
not  significantly  increase  the  risk  of 
unreasonable  adverse  effects  on  the 
environment”  Properly  adminstered, 
this  test  of  approval  will  assure 
adequate  protection  of  the  public  and 
the  environment  from  adverse  effects 
attributable  to  any  increased  exposure 
that  might  result  from  the  conditional 
registration  of  a  pesticide. 

The  Agency  has  carefully  considered 
how  best  to  assess  the  incremental  risks 
associated  with  additional  pesticide  use. 
Incremental  risk  becomes  significant 
only  when  conditional  registration 
would  involve  either  exposure  to  non¬ 
target  populations  not  previously 
exposed,  or  increased  exposure  to  the 
populations  that  are  at  risk  from  current 
pesticide  usage.  As  previously  stated,  it 
is  clear  that  the  Agency  is  required  to 
assess  the  incremental  risk  of  each 
product  and  each  use  as  a  part  of  the 
review  of  all  applications  for  conditional 
registration.  As  the  potential  for  risk 
from  the  added  product  or  use  grows, 
the  need  for  new  data  and  Agency 
review  of  such  data  will  increase.  The 
risk  assessment  program  set  forth  below 
is  structured  to  incorporate  this  concept. 
A.  Identical  Products  and  Uses 

The  Agency  has  concluded  that 
conditional  registration  of  identical 
products  and  identical  and  substantially 
similar  uses  poses  no  risks  beyond  those 
which  may  be  present  in  the  existing 
pesticide  usage.  The  existing  pesticide 
market  represents  an  essentially  finite 
quantity  of  pesticide  availability, 
governed  larg^  by  the  acreages  and 
available  sites  to  which  end-use 
products  are  to  be  applied,  and  by  the 
demands  of  users  for  those  products. 

As  stated  in  testimony  before 
Congress,*  we  expect  that  the  entry  into 
the  market  of  additional  identical 
products  and  uses  will  divide  the 
existing  market  availability  among  a 
larger  number  of  pesticide  products  and 
registrants,  but  not  significantly  increase 
overall  pesticide  usage.  No  increase  in 
risks  results  if  existing  exposure  remains 
constant  Consequently,  no  further 
incremental  risk  assessment  is 
necessary.  The  Agency  is  prepared  to 
conditionally  register  products  and  uses 
of  this  type  without  individual  risk 
assessments  provided  that  other 
requirements  of  these  conditional 
registration  regulations  are  met  (unless 
major  changes  in  pesticide  usage  emerge 
after  these  regulations  are  effective). 

The  Agency  recognizes  that,  in  reality, 
there  are  few  products  that  are  . 

*  Statement  of  Honorable  Donglaa  M.  Coatls, 
Administrator.  EPA  before  the  House  Committee  on 
Agricultore,  April  27, 1S77. 


“identical”  to  others.  Moreover, 
applicants  for  new  registration  will  not 
generally  be  able  to  independently 
ascertain  identicality.  The  definition  of 
identical  product  in  $  162.1&-1  is  so 
restrictive  with  respect  to  inert 
ingredients  that  many  products  will  not 
meet  the  criteria.  Products  that  are 
rep£ickaged  fix>m  other  registered 
products  are  -obvious  examples  of 
identical  products.  There  also  will  be 
instances  when  a  registrant  authorizes  a 
second  applicant  to  manufacture  an 
identical  product,  according  to  precise 
specifications.  The  Agency  will 
determine  identicality  by  a  comparison 
of  active  ingredients,  inert  ingredients, 
impurities,  and  Uses  appearing  on  the 
labeL 

General  chemistry  data  are  required 
to  be  submitted  for  all  new  products  to 
enable  the  Agency  to  determine  whether 
a  product  is  identical  to  a  currently 
registered  product.  If  the  product  is  not 
identicai  these  data  are  used  in 
incremental  risk  assessment  (discussed 
in  Incremental  Risk  Assessment).  For 
end-use  products  the  chemistry  data 
needed  for  this  purpose  are  minimal  and 
routine:  a  Confidential  Statement  of 
Formula,  completely  and  accurately 
filled  out,  will  normally  suffice  to  meet 
the  requirement. 

Some  commenters  suggested  deleting 
several  items  of  chemistry  data 
originally  required  in  the  draft 
regiilation,  since  those  data  were 
unnecessary  to  a  determination  of 
identicality  of  products.  The  Agency 
conciurs  with  respect  to  end-use 
products  and  S  162.1&-2(d)(1)(i)  now 
reflects  this  reduced  data  requirement 

The  same  argument  does  not  hold  true 
for  technical  and  manufacturing-use 
products.  Beyond  consideration  of  the 
active  ingredients,  and  any 
intentionally-added  inert  ingredients, 
the  Agency  is  concerned  about  the 
presence  of  harmful  impurities  in  such 
products,  and  thus  requires  information 
related  to  identity  of.  and  analysis  for. 
impurities.  When  the  type  and/or  level 
of  impurities  differs  from  that  found  in 
the  currently  registered  product,  a  risk 
assessment  is  required  to  evaluate  the 
significance  of  the  variation. 

Data  cm  physical  and  chemical 
properties  are  also  required  for  technical 
and  manufacturing  use  products.  They 
serve  as  confirmatory  data  in  the 
determination  of  identicality  and 
subsequent  risk  assessment  procedures. 
Section  162.18-2(c)(l)  includes  these 
requirements. 
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B.  New  Products  and  Uses  That  Are  Not 
Identical 

Products  that  are  not  identical  may 
result  from  any  of  a  number  of 
variations: 

1.  Variation  in  percentages  of  active 
and  inert  ingredients. 

2.  Variation  in  inert  ingredients, 
including  impurities  in  technical  and  ^ 
manufacturing-use  products. 

3.  Variation  in  formulation  type. 

4.  Different  uses  (excluding  “new 
uses”  which  are  discussed  in  the  next 
section). 

For  some  products  in  these  categories, 
risks  associated  with  the  new  product 
will  not  be  significantly  different  from 
those  associated  with  the  currently 
registered  similar  product.  An  example 
is  a  product  that,  although  not  an 
identical  product  as  defined  in  this 
regulation,  has  a  composition  and  uses 
that  fall  within  the  range  of  currently 
registered  products. 

Products  with  similar  risks,  together 
with  identical  products,  are  commonly 
considered  “me-too”  products  and  no 
data  are  required  to  be  submitted  for 
risk  assessment  purposes. 

However,  there  will  be  a  number  of 
products  that  will  raise  questions  of  risk 
that  cannot  be  resolved  solely  by 
comparison  with  currently  registered 
products.  The  applicant  may  be  required 
to  submit  acute  toxicity  data  to 
determine  the  appropriate  precautionary 
labeling.  Products  listed  in  items  1 
through  3  above  may  fall  into  this 
category. 

By  definition,  a  variation  in  the  use 
pattern  of  a  product  may  be 
characterized  in  one  of  two  ways:  either 
it  is  a  “new  use”  which  may  generate  a 
requirement  for  toxic  effects  data  which 
are  essential  to  the  incremental  risk 
assessment,  or  it  is  a  “substantially 
similar  use,”  as  listed  in  item  4  above. 
This  latter  category  of  use  does  not 
generate  the  same  requirement  for  toxic 
effects  data,  since  it  does  not  involve 
exposure  to  new  organisms,  or  exposure 
by  different  routes  than  currently  exist. 

However,  when  a  specific 
“substantially  similar  use”  (new  site  or 
pest)  has  never  been  registered  in 
conjunction  with  the  active  ingredient 
contained  in  the  new  product, 
incremental  risk  assessment  entails  an 
evaluation  of  the  additional  exposure  to 
the  product,  corresponding  to  that 
encountered  with  some  new  uses. 
Addition  of  a  new  pest  on  the  same  site 
or  expansion  of  the  site  may 
significantly  increase  exposure  to 
applicators,  to  other  people,  or  to  fish 
and  wildlife.  This  aspect  of  risk 
assessment  is  more  fully  addressed  in 
STEP  5  of  the  discussion  of  new  uses 
below.  The  factors  enumerated  in  STEP 


5  of  new  use  risk  assessment  will  be 
applied  to  such  substantially  similar 
uses.  Consequently,  it  is  possible  that 
the  applicant  may  be  required  to  submit 
the  data  described  in  ST^P  5  on  the 
potential  for  increased  exposure  related 
to  the  added  use. 

C.  New  Uses 

New  uses  pose  incremental  risks,  the 
significance  of  which  must  be  assessed 
to  determine  whether  the  use  is 
acceptable  for  conditional  registration. 
The  Agency  will  proceed  through  the 
following  steps  to  evaluate  incremental 
risk  of  new  uses. 

STEP  1:  Determine  whether  the  new  use  is  a 
food  or  feed  use  requiring  the 
establishment  of  a  tolerance 

If  a  proposed  new  use  is  a  food  or 
feed  use,  the  Agency  must  determine 
whether  the  use  would  require 
establishment  of  a  new  tolerance  or  an 
increase  in  an  already  established 
tolerance,  in  which  case  the  evaluation 
proceeds  to  STEP  2. 

If  the  new  use  is  not  a  food  or  feed 
use.  the  Agency  will  determine  whether 
the  use  is  a  “changed  use  pattern"  as 
defined  in  section  162.3(k)  of  the 
regulations.  A  changed  use  pattern 
involves  significant  new  exposures  to 
human  or  fish  and  wildlife  populations 
not  previously  exposed  or  exposures  by 
different  routes  than  result  from  current 
use  patterns.  Determination  that  a  use  is 
a  “changed  use  pattern”  moves  the  risk 
assessment  to  STEP  4. 

A  use  which  is  neither  a  new  food  or 
feed  use  nor  a  changed  use  pattern  is  by 
definition  a  similar  or  “me-too”  use  and 
may  be  conditionally  registered  with  the 
less  exhaustive  level  of  risk  assessment 
discussed  in  B  above. 

STEP  2:  Exclude  new  uses  presenting  a 
significant  incremental  risk:  Apply  the 
statutory  prohibitions  against  conditional 
registration 

The  FIFRA  specifically  prohibits 
conditional  registration  of  new  uses  that 
meet  certain  criteria.  If  the  new  use  is  a 
major  food  or  feed  crop  use,  dietary 
exposure  may  be  significantly  increased. 
If  RPAR  evaluation  has  revealed  that 
toxic  effects  may  be  expected  to  occur 
at  existing  levels  of  dietary  exposure  to 
a  chemical,  then  increasing  dietary 
exposure  by  conditionally  registering  a 
new  major  food  use  for  the  chemical  is 
prohibited  by  the  statute. 

Minor  food  and  feed  uses  under  RPAR 
raise  similar  concerns,  but  of  lesser 
degree  since  the  increase  in  dietary 
exposure  from  a  minor  use  compared  to 
the  existing  level  of  exposure  is  likely  to 
be  insignificant.  Moreover,  there  are 
offsetting  beneBts  that  accrue  in  making 
a  pesticide  available  for  a  minor  use. 
Alternative  pesticides  may  not  be 


available  to  cope  with  a  particular  pest 
problem  on  minor  crops  or,  if  available, 
they  may  not  be  effective.  The  law  thus 
provides  that  where  dietary  exposure  is 
low,  and  alternatives  are  either  not  , 
available  or  not  effective,  conditional 
registration  of  a  minor  use  is  not 
automatically  precluded  by  the 
existence  of  an  RPAR  for  dietary  effects. 
The  law  does  not,  however,  provide  that 
conditional  registration  necessarily  be 
granted  in  these  circumstances.  The 
Agency  will  grant  such  registrations 
only  if  persuaded  that  benefits  of  a 
proposed  use  exceed  its  risks. 

TTie  statutory  prohibitions  apply  to 
issued  RPAR’s,  Aat  is,  where  the 
Agency  has  concluded  that  available 
evidence  demonstrates  that  risk  criteria 
have  been  exceeded.  The  statutory 
prohibition  does  not  apply  to  pesticides 
which  are  in  the  RPAR  review  process 
(candidate  RPAR’s),  where  no  finding 
has  yet  been  made  that  risk  criteria 
have  been  met  or  exceeded. 

STEP  3:  Assess  the  incremental  dietary 

expasure  from  food  uses:  Can  a  tolerance 

be  established? 

Tolerance-setting  procedures  and 
principles  under  the  Federal  Food,  Drug 
&  Cosmetic  Act  have  been  well 
established  over  the  last  two  decades. 
An  issue  paper  explaining  the  process, 
the  underlying  considerations  and  the 
scientiffc  principles  of  tolerance-setting 
as  it  currently  fimctions  in  the  Office  of 
Pesticide  Programs  was  submitted  to  the 
Agency’s  Scientific  Advisory  Board  in 
April  1977  as  background  for  an  overall 
evaluation  of  the  entire  tolerance 
process.  This  document  is  available  for 
review  from  the  External  Affairs  Unit, 
OPP  (TS-766).  EPA,  401  M  Street.  S.W., 
Washington,  D.C.  20460. 

Some  tolerances  have  been 
established  in  the  past  without  the 
complete  set  of  data  that  are  currently 
desirable  in  the  proposed  Registration 
Guidelines.  ’The  Agency  will  continue 
this  practice  during  conditional 
registration.  However,  no  additional 
tolerance  is  now  granted  (or  will  be 
granted)  when  a  significant  data  gap 
exists  unless  the  incremental  residue 
contribution  from  the  new  use  is 
calculated  to  be  insignificant  or  unless  it 
can  be  demonstrated  that  there  are  no 
detectable  residues  from  application  to 
a  new  crop.  The  Agency  will  generally 
consider  as  insignificant  an  increase  in 
the  'Theoretical  Maximal  Residue 
Contribution  (TMRC)  of  1%  or  less.  'The 
TMRC  is  a  “worst  case  estimate”  of  the 
exposure  of  the  U.S.  population  to 
residues  of  a  pesticide  in  food.  Details 
on  the  calculation  of  the  'TMRC  are 
included  in  the  paper  referenced  above. 
This  additional  criterion  of  acceptability 
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has  been  applied  to  tolerances 
established  in  the  absence  of  a  complete 
toxicity  data  base.  By  Kmiting  the 
permissible  incremental  residues  in  this 
manner,  the  Agency  can  assure  that 
significant  increases  in  dietary  exposure 
will  not  occur  for  a  chemical  whose 
toxicity  is  incompletely  characterized.  In 
some  cases,  the  Agency  will  continue  to 
require  evidence  that  missing  studies 
will  be  initiated  (or  are  under  way) 
before  establish^  a  tolerance. 

The  need  for  establishment  of  a 
tolerance  in  conjunction  with 
conditional  registration  of  a  new  use 
imposes  certain  additional  data 
requirements  on  the  applicant. 

Generally,  only  residue  chemistry  data 
and  certain  rotational  crop  data  to 
assess  the  potential  for  residue  uptake 
by  subsequent  crops  will  be  required.  In 
most  cases,  the  toxicity  data  on  which 
previous  tolerances  were  based  will 
suffice  to  meet  the  requirements. 
Evaluation  of  incremental  risk  for 
chemicals  which  proceed  through  this 
step  will  be  carried  forward  to  STEP  4. 
STEP  4:  Assess  the  risks  associated  with 

“new"  toxic  effects  solely  attributable  to 

the  new  use:  Are  RPAR  criteria  exceeded? 

The  Agency  must  also  assess  the  toxic 
effects  to  new  organisms  or  populations 
from  exposures  to  the  pesticide  that 
would  1^  introduced  into  the 
environment  by  conditional  registration 
of  a  new  use.  The  applicant  must  submit 
satisfactory  data  pertaining  to  the  new 
use  which  will  enable  the  Agency  to 
evaluate  any  "new**  toxic  effects. 

A  general  rule  of  thumb  for 
determining  which  data  would  be 
required  to  be  submitted  for  a  particular 
new  use  is  to  compare  proposed 
Guidelines  requirements  for  all  uses  of 
the  active  ingredient,  including  the  new 
use,  with  die  Guidelines  requirements 
for  all  existing  uses.  The  differences 
between  the  two  are  those  requirements 
that  pertain  solely  to  the  new  use.  The 
results  of  these  studies  must  be 
submitted  by  the  applicant  so  the 
Agency  can  determine  ndiether  the  new 
use  will  pose  adverse  effects. 

If  the  new  use  proposes  the  first 
change  from  indoor  to  outdoor  use  for 
the  active  ingredient(s),  new  data 
requirements  will  include  fish  and 
wildlife  data  and  environmental 
chemistry  data.  A  change  from 
terrestrial  use  to  aquatic  use  will  require 
data  on  toxic  effects  to  fish  and  aquatic 
life.  A  change  from  non-domestic  to 
domestic  use  will  create  a  need  for 
inhalation  studies  and  long-term  chronic 
studies  becmtse  of  the  potential  for 
repeated  and  prolonged  exposure  to 
people.  A  change  from  non-food  uses  to 
food  crop  uses  will  trigger  a  requirement 
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for  data  necessary  to  establish  a 
tolerance,  including  the  full  range  of 
toxicity  data  as  well  as  data  to 
characterize  applicator  exposure.  It  is 
impossible  to  specify  all  situations  that 
could  arise.  In  general,  if  a  new  use  can 
be  expected  to  expose  human  sub¬ 
populations  not  previously  exposed 
(such  as  women  of  child-bearing  age, 
children,  applicators,  or  field  workers) 
or  non-target  organisms  (such  as  fish, 
birds  or  other  wildlife),  data  to  evaluate 
the  toxic  effects  of  that  exposure  will  be 
required. 

The  Agency  will  review  the  submitted 
data  to  see  if  the  results  meet  or  exceed 
any  of  the  criteria  for  RPAR  referral.  If 
so,  the  Agency  will  proceed  with  a 
complete  evaluation  of  die  pesticide 
through  the  RPAR  process.  Referral  to 
the  RPAR  process,  however,  does  not 
necessarily  preclude  conditional 
registration  of  the  new  use  in  question 
or  of  other  new  uses  which  may  be 
proposed.  If  the  new  use  offers  benefits 
which  outweigh  the  new  risks,  the  new 
use  may  proceed  through  the  remaining 
steps  of  the  risk  assessment.  Benefit 
considerations  may  lead  to  conditional 
registration  of  a  minor  use  for  which  no 
alternatives  are  available,  or  of  a 
pesticide  product  relatively  less 
hazardous  than  the  alternative  it  would 
displace. 

If  the  new  use  is  ultimately 
conditionally  registered,  its  RPAR  status 
notwithstanding,  its  continued 
registrability  wdl  be  subject  to  the 
outcome  of  the  RPAR  re^ew  of  the  total 
risks  and  benefits  of  the  pesticide. 

STEP  5:  Assess  the  increase  in  "okt' 

(existing)  toxic  effects  resulting  from 

increased  exposure  to  the  pesticide 

This  last  step  of  risk  assessment 
involves  a  consideration  of  the  known 
toxic  effects  of  the  pesticide  to 
populations  and  organisms  which  have 
been  previously  exposed,  and  the  risks 
associated  with  extending  these  effects 
by  the  introduction  of  more  pesticide 
into  the  environment  The  Agency 
anticipates  that  the  bulk  of  the  new  uses 
proposed  for  conditional  registration 
will  be  new  crop  uses.  Thus  the  major 
portion  ai  the  additional  exposure  will 
be  dietary  exi^oeure  from  pesticide 
application  to  new  food  crops. 
Establishment  of  tolerances,  discussed 
earlier,  will  adequately  cover  this  aspect 
of  incremental  risk  assessment. 

The  known  toxic  effects  of  a  pesticide 
have  been  identified  and  evaluated  in 
conjunction  with  the  registration  of  the 
product  for  previously  accepted  uses. 
Some  of  the  effects  data  have  been 
further  reviewed  through  the  RPAR 
process,  providing  greater  certainty 
about  the  risks  that  pesticide  presents. 


Rales  and  Regulations 


Incremental  risk  assessment  of  “old** 
toxic  effects  may  be  viewed  as  an 
evaluation  solely  of  the  increased 
exposure  to  **old**  non-target  organisms 
attributable  to  the  new  use  of  the 
pesticide.  Insofar  as  the  Agency*s  stated 
intent  is  not  to  review  previously 
submitted  toxic  effects  data  at  the  time 
of  conditional  registration,  the  toxic 
effects  are  factors  that  are  constant  in 
the  risk  equation.  Incremental  exposure 
is  therefore  a  measure  of  incremental 
risk.  Where  effects  data  have  been 
reviewed  according  to  current 
standards,  as  in  the  RPAR  process,  the 
Agency  will  have  greater  assurance  that 
incremental  risk  has  been  accurately 
characterized.  Where  an  RPAR  has  been 
issued  on  the  basis  of  a  toxic  effect  that 
may  be  expected  to  result  from  the  new 
use,  any  increased  exposure  takes  on 
added  significance  and  may  preclude 
conditional  registration. 

Exposure  analysis  includes  the  use  of 
judgmental  factors.  Because  there  is 
such  a  wide  variety  of  types  and  routes 
of  exposure,  each  individual  new  use 
offers  a  distinct  exposure  pattern  which 
must  be  separately  evaluated.  In 
addition,  most  forms  of  exposure  cannot 
be  easily  quantified  or  judged  against  a 
single  standard  of  acceptability,  such  as 
exists  for  dietary  exposure  in  the 
tolerance-setting  process.  The  Agency 
sees  no  certain  quantitative  method  of 
evaluating  exposure  factors  for  the 
purposes  of  conditional  registration  and 
therefore  will  assess  die  anticipated 
pattern  of  exposure  and  the  relative 
significance  of  the  various  routes  of 
exposure  on  a  case-by-case  basis. 

In  addition  to  the  dietary  exposure  for 
food  uses  discussed  earlier,  die 
following  types  of  exposure  will  be 
evaluated  for  each  new  use; 

1.  Applicator  Exposure. — Registration 
of  a  new  major  crop  may  result  in  the 
exposure  of  a  significant  number  of 
applicators  not  previously  exposed  to 
the  pesticide.  Moreover,  some  use 
patterns  may  require  a  higher 
concentration  or  more  frequent 
application  of  the  pesticide,  resulting  in 
individual  applicators  being  exposed  to 
higher  levels  of  pesticides  that  did  not 
exist  for  previously  registered  uses.  *rhe 
Agency  may  require  diat  applicants 
submit  information  on  which  to  base  an 
evaluation  of  sudi  increased  hazards. 

2.  Field  Worker  Exposure. — For  crops 
which  are  hand-picked  or  hand- 
cultivated  routinely,  determining 
whether  there  is  an  increased  exposure 
to  field  workers  may  involve 
consideration  of  the  preharvest  interval 
for  application  to  die  crop.  The  method 
of  application  must  also  be  considered — 
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some  application  techniques  may 
expose  field  workers  more  than  others. 

3.  Incidental  Human  Exposure  Other 
Than  Applicator  or  Field  Worker 
Exposure. — ^To  some  extent  incidental 
exposure  to  humans  accompanies 
almost  every  use  situation.  Moreover, 
large  numbers  of  people  may  be 
exposed  to  pesticides  without  being 
aware  that  they  have  been  exposed  or 
without  being  able  to  avoid  such 
exposure:  the  aged  or  ioHrm  in  hospital 
environments,  persons  in  homes  and 
school  areas,  outdoor  recreational  areas, 
lakes  and  streams,  and  urban  areas. 

Each  situation  offers  some  potential  for 
exposure  to  unprotected  humans.  The 
Agency  will  consider  such  exposures  in 
risk  assessment  of  specific  uses. 

4.  Fish,  Wildlife  And  Other  Non- 
Target  Species  Exposure. — ^Fish  and 
wildlife  exposme  is  of  concern  for  all 
applications  to  new  crops  and  other 
outdoor  areas  such  as  forest  and  aquatic 
sites.  Certain  croplands  are  important 
wildlife  habitats.  Possible  harm  to  fish 
and  aquatic  invertebrates  is  of  concern 
when  a  new  aquatic  use  is  proposed. 

The  drift  potential  of  air  application, 
and  the  time  of  the  application  (spring, 
summer,  fall]  may  be  of  great 
significance  in  determining  the  extent  of 
exposure.  A  further  consideration  is  the 
status  of  endangered  species  within  the 
application  area. 

The  Agency  will  use  whatever 
information  sources  are  necessary  to 
determine  the  extent  of  incremental 
exposure.  We  anticipate  that  much 
information  will  be  available  fi'om 
published  sources,  such  as  Department 
of  Agriculture  statistics  for  agricultural 
uses,  or  from  knowledgeable  experts.  In 
the  absence  of  complete  data  on 
incremental  exposure,  the  scientific 
reviewer’s  knowledge  and  experience 
may  on  occasions  be  su^icient  to  judge  - 
the  extent  and  significance  of  additional 
pesticide  exposure  from  a  new  use. 

However,  the  Agency  may  require 
that  the  applicant  submit  data  on  the 
extent  of  the  proposed  use  to  fully 
evaluate  exposiu^  from  smaller  or  less 
easily  defined  uses.  Market  analyses  or 
projections  are  the  primary  types  of 
information  that  might  be  requested  in 
this  context.  Such  data  will  be  eligible 
for  trade  secret  protection  to  the  extent 
provided  by  FIFRA  §  10.  The  Agency 
will  make  every  effort  to  obtain 
sufficient  information  fi'om  sources 
which  are  more  readily  accessible  and 
available  to  the  public,  but  applicants 
are  often  the  only  source  of  exposure 
information  essential  to  the  incremental 
risk  assessment. 


Step  6:  Issuance  or  denial  of  conditional 

registration:  Reduction  of  exposure 

potential 

When  all  of  the  above  steps  have 
been  completed,  the  Agency  will  make  a 
decision  whether  to  issue  or  deny  the 
conditional  registration  of  the  new  use. 

If  the  decision  is  to  issue  the  conditional 
registration,  the  Agency  may  review  the 
labeling  of  the  product,  seeking  ways  to 
further  reduce  exposure.  Proper  labeling 
of  the  product  with  precautionary 
statements  for  protection  of  humans  and 
fish  and  wildlife,  use  restrictions  such  as 
geographical  or  timing  restrictions, 
requirements  for  protective  clothing  and 
respirators,  reentiy  intervals  for  field 
workers,  storage  and  disposal 
requirements  and  packing  can  be 
effective  means  of  reducing  the 
exposure  potential  of  the  product  from 
intended  application,  misuse  or 
accident. 

In  addition,  if  the  product  has 
previously  been  classified  Restricted  by 
regulation  (a  systematic  review  of  all 
uses  of  the  product — primarily  involving 
acute  human  and  fish  and  wildlife  data), 
then  the  new  use  must  be  classified  in 
accordance  with  §  162.11. 

D.  Documentation  of  the  Incremental  Risk 
and  Conditional  Registration  Decision 
Process 

The  Agency  is  required  by  FIFRA 
section  3(c)(2)  of  the  Act  to  make 
available  to  the  public  all  data  and  other 
scientific  information  used  in  support  of 
a  registration,  including  conditional 
registration,  consistent  with  the  trade 
secret  provisions  of  FIFRA  section  10. 

The  establishment  of  tolerances  under 
the  Federal  Food,  Drug  and  Cosmetic 
Act  requires  publication  in  the  Federal 
Register.  Such  publication  will  include  a 
discussion  of  the  safety  of  the  dietary 
exposure  resulting  from  a  new  food  use. 
Notice  of  receipt  of  applications  for 
changed  use  patterns  must  be  published 
in  the  Federal  Register,  with  comments 
requested.  A  notice  of  approval  after 
registration  will  also  be  published. 

These  provisions  ensure  that  the  public 
will  be  fully  informed  about  the 
conditional  registration  of  new  uses  and 
the  factors  used  in  evaluating  the 
incremental  risks  associated  with  their 
use. 

Waiver  of  Efficacy  Data  Requirement 

Section  3(c)(5)  of  the  Act  provides  that 
the  Adminstrator  may  waive  data 
requirements  pertaining  to  efficacy  of  a 
product  under  consideraion  for 
registration,  and  that  if  he  waives  the 
requirement  for  data,  he  may  also  waive 
the  finding  of  efficacy  required  by 
FIFRA  section  3(c)(5)(A).  Since  efficacy 
data  waiver  is  a  major  deregulation 


action,  the  Agency  will  consider  the 
waiver  policy  enunciated  in  these 
regulations  as  an  experiment  in  public 
policy.  If  there  is  sufficient  evidence  to 
clearly  establish  that  this  deregulation  is 
being  abused  (such  as  a  significant 
increase  in  complaints  from  the 
agricultural  community,  other  user 
groups,  or  the  general  public  about 
ineffective  products),  the  Administrator 
may  take  any  steps  necessary  to  correct 
the  abuses,  including  withdrawal  of  any 
or  all  waivers  of  efficacy  data 
requirements. 

The  decision  to  pursue  efficacy 
waiver  as  an  Agency  policy  stemmed 
from  a  need  to  reduce  the  amoimt  of 
resources  devoted  to  reviewing  product 
performance  so  that  additional  effort 
could  be  devoted  to  the  evaluation  of 
health  and  safety  data,  and  fi'om  a 
desire  to  reduce  regulatory  burdens  in 
pesticide  registration.  Data  review 
obligations  placed  on  the  Agency  by  the 
requirements  for  registration  were 
important  factors  influencing  the 
decision.  Maintenance  of  a  rigorous 
efficacy  data  submission  and  review 
posture  for  registration  and 
reregistration  would  require  the 
reevaluation  of  much  of  the  1.5  million 
items  of  product  performance  data  that 
have  been  amassed  by  the  EPA.  Because 
many  of  these  studies  are  quite  old,  their 
value  as  tools  for  assessing  current 
levels  of  product  performance  is 
questionable  in  many  cases.  Therefore,  . 
commitment  of  the  resources  needed  to 
fully  evaluate  these  data  for  purposes  of 
reregistration  was  determined  to  be  less 
than  an  ideal  use  of  limited  resources 
for  pesticide  regulation. 

The  Agency’s  viewpoint  concerning 
waiver  of  efficacy  data  requirements  is 
in  line  with  a  general  belief  among 
persons  in  the  pesticide  industry,  the 
U.S.  Department  of  Agriculture  and  the 
agricultural  community  that  the  efficacy 
of  agricultural  pesticides  can  be 
effectively  regulated  by  the  marketplace 
(in  conjunction  with  extension  services 
and  university  research  personnel).  This 
opinion  has  subsequently  received  some 
qualified  support  from  the  findings  of 
A.D.  Little,  Inc.  (Draft  Report:  Evaluation 
Design  for  a  Change  in  the  Pesticide 
Regulatory  Process:  The  Waiver  of 
Efficacy  Data).  As  originally  proposed  in 
the  draft  Conditional  Registration 
regulation  of  October  6, 1978,  the 
efficacy  waiver  was  to  apply  to  all 
product  uses  except  for  those  termed 
“public  health  uses.”  'These  public 
health  uses  were  restricted  to  certain 
disinfectant  uses  and  a  limited  number 
of  vertebrate  and  invertebrate  control 
agents  aimed  at  potential  disease 
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vectors  such  as  bats,  rats,  and 
mosquitoes. 

The  proposal  of  efficacy  data  waiver 
generated  a  mixed  response  from 
conunenters.  The  pesticide  industry  was 
generally  supportive  of  the  concept  of 
efHcacy  waiver.  On  the  othej^  hand, 
comments  from  State  researchers  and 
Cooperative  Extension  Service 
personnel  expressed  reservations  about 
various  facets  of  the  proposed  waiver. 
Many  conunenters  expressed  concern 
over  the  extent  of  efficacy  waiver, 
arguing  that  the  scope  of  “public  health” 
uses  should  be  greater  than  that 
proposed.  The  efricacy  data  requirement 
contained  in  S  162.18-2  retains  the 
concept  of  public  health  uses,  but  has 
clarified  and  expanded  public  health 
uses  to  include  additional  disinfectant, 
rodenticide  and  insecticide  uses,  and 
one  fungicide  use. 

Some  commenters  expressed  the 
belief  that  waiver  of  efficacy  data 
requirements  will  signal  an  open  season 
to  unscrupulous  “fly-by-night”  operators 
who  will  defraud  the  public  by 
marketing  ineffective  products,  or 
products  with  exaggerated  or 
unwarranted  efficacy  claims  on  labeling 
and  in  advertising.  Undoubtedly,  there 
will  be  instances  in  which  the 
marketplace  will  fail  to  operate  as 
expected.  The  Agency  believes  that 
foreseeable  imperfections  in 
marketplace  self-regulation  are 
acceptable  tradeoffs  in  return  for  a 
reduction  of  overall  Federal  regulation 
in  the  efficacy  area. 

EPA,  in  cooperation  with  the 
Experimental  Technology  Incentives 
Program  of  the  National  Bureau  of 
Standards  will  monitor  the  impacts  of 
the  efficacy  waiver  policy  to  determine 
if: 

(1)  Consumer  fraud  increase;  or 

(2)  Consumer  fraud  is  effectively 
reported  and  curtailed  through  existing 
market  institutions  including  State 
regulation  processes,  USDA  and  the 
Extension  Service,  farmers  associations, 
and  the  marketplace. 

The  Agency  expects  that  all 
registrants  will  perform  the  tasks 
necessary  to  assure  themselves  that  the 
products  they  market  will  perform  their 
intended  functions  when  applied  in 
accordance  with  label  directions  and 
commonly  accepted  pest  control 
practices.  The  Agency  must  rely  upon 
the  integrity  of  the  industry,  the 
soimdness  of  extension  service 
recommendations  and  the  good 
judgment  of  pesticide  users  to  insure 
that  abuses  seldom  occur.  The 
Administrator  reserves  the  right  to 
request  submission  of  efficacy  data  in 
support  of  label  claims  for  any 


registered  product.  A  request  may  be 
made  for  any  product  for  which  a 
pattern  of  inadequate  performance  has 
been  reported. 

Some  respondents  feared  that  efficacy 
data  waivers  would  lead  to  a  lack  of 
sound  information  on  the  “beneHts”  side 
of  the  risk/benefit  analyses  performed 
as  part  of  the  Rebuttable  Presumption 
Against  Registration  (RPAR)  or 
cancellation  processes.  Benefits  analysis 
in  the  RPAR  process  entails  subtantially 
more  than  reconsideration  of  efficacy 
data  supporting  the  original  registration. 
Concern  in  the  benefits  analysis  is  not 
with  historical  but  with  current  product 
performance.  In  addition,  economic 
factors  pertaining  to  the  current  use  of 
the  pesticide  and  efficacy  of  alternative 
chemicals  or  non-chemical  control 
practices  must  be  considered.  Front-end 
efficacy  review  does  not  provide  useful 
information  on  the  suitability  of 
alternatives.  However,  when  a 
substantial  risk  of  imreasonable  adverse 
effects  has  been  identified  via  the  RPAR 
or  cancellation/suspension  processes 
for  old  use  patterns  of  a  pesticide,  it  is 
inciunbent  upon  the  Agency  to  more 
carefully  scrutinize  new  or  added  uses 
of  the  pesticide,  weighing  those  risks 
with  the  beneffts  they  offer.  Thus,  the 
waiver  policy  has  been  amended  to 
include  a  requirement  for  efficacy  data 
for  new  or  added  uses  of  products  which 
have  been  RPAR’d,  cancelled  or 
suspended  for  adverse  effects  of  other 
uses,  if  the  identified  adverse  effects 
would  also  be  expected  to  occur  with 
the  new  or  added  use. 

A.  The  Agency  is  limiting  its  direct 
concern  to,  and  requiring  efficacy  data 
for,  health-related  use  patterns  and  new 
and  added  uses  of  chemicals  which 
have  been  identified  as  posing  a  risk  of 
unreasonable  adverse  effects. 
Specifically,  the  Agency  will  require 
product  performance  data  in  support  of 
registration  for  the  following  uses: 

1.  Public  Health  Uses  — ^A  public 
health  use  exists  whenever  the 
continued  presence  of  the  target  pest 
organisms  may  pose  a  threat  to  human 
health,  either  by  direct  action  or  through 
transmittal  of  disease.  Such  uses 
include,  but  are  not  limited  to: 

a.  Disinfectant  Uses  — Performance 
data  will  be  required  for  all 
antimicrobial  products  intended  to 
control  miscroorganisms  infectious  to 
man  in  any  area  (inanimate  surface) 
where  these  microorganisms  may 
present  a  health  hazard. 

b.  Fungicide  Uses — Performance  data 
will  be  required  for  products  intended 
for  control  of  organisms  that  produce 
aflatoxins. 


c.  Invertebrate  Uses — Performance 
data  will  be  required  foR  (1) 

Invertebrate  control  products  intended 
for  use  in  or  on  humans  (or  in  or  on  pets 
for  control  of  pests  which  attack 
humans)  to  control  pests  such  as  fleas, 
mites,  lice,  ticks,  biting  flies,  and 
mosquitoes.  (2)  Invertebrate  control 
products  intended  for  use  either  in 
premises  or  in  the  environment  to 
control  pests  of  sanitary  or  public  health 
significance  such  as  mosquitoes,  biting 
flies,  ticks,  fleas,  houseflies, 
cockroaches.  Are  ants,  hornets,  wasps, 
poisonous  spiders,  scorpions, 
centipedes,  and  bedbugs. 

d.  Rodenticide  Uses — ^Performance 
data  will  be  required  for  (1)  Commensal 
rat  and  mouse  products.  (2)  Products 
used  to  control  or  disperse  birds  from 
buildings,  roosts  and  bther  areas  where 
they  present  health  hazards.  (3)  Products 
used  to  control  rabies  vectors  such  as 
bats,  skunks,  raccoons  and  canids.  (4) 
Products  used  to  control  rodents 
considered  to  be  signiflcant  plague 
vectors. 

2.  New  uses  of  pesticides  containing 
active  ingredients  some  uses  of  which 
have  been: 

a.  Suspended,  or  cancelled  by  the 
Agency  for  reasons  of  human  or 
environmental  safety  (if  the  risks 
identified  in  the  suspension/ 
cancellation  action  also  apply  to  the 
new  use). 

b.  The  subject  of  a  Notice  of 
Rebuttable  F^siunption  Against 
Registration  (if  the  risks  identified  in  the 
RPAR  notice  also  apply  to  the  new  or 
added  use). 

If  efficacy  data  are  required,  the 
applicant  may  in  all  cases  satisfy  the 
requirement  by  submitting  data 
developed  in  accordance  with  the 
Registration  Guidelines.  In  some  cases, 
the  applicant  may  choose  instead  to  cite 
all  applicable  data  in  Agency  files,  in 
accordance  with  S§  162.9-1  through 
162.9-8. 

For  disinfectant  products  and  bait 
formulations  of  rodenticides,  efficacy 
data,  when  required,  must  be  developed 
and  submitted  for  the  individual 
formulation  proposed  by  the  applicant. 
The  applicant  may  not  rely  on,  and  need 
not  offer  to  pay  compensation  for,  data 
already  in  our  flies  pertaining  to  similar 
formulations.  It  has  been  the  Agency’s 
experience,  borne  out  by  efficiacy  data 
submitted  in  the  past  and  by 
enforcement  actions,  that  efficacy  data 
in  the  disinfectant  and  rodenticide  bait 
areas  cannot  be  transferred  fl*om  one 
formulation  to  another,  even  though  the 
formulations  may  be  virtually  identical. 
Small  variations  in  manufacturing 
process,  order  of  addition  of  ingredients. 
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or  quality  and  age  of  ingredients  in  bait 
formulations  appear  to  radically  affect 
the  ability  of  the  product  to  perform  as 
intended.  Thus  each  individual  product 
must  be  supported  by  its  own  efficacy 
data. 

B.  Efficacy  data  will  generally  not  be 
required  for  products  of  the  following 
types: 

1.  Nearly  all  agricultural  pesticide 
products  (including  forest  and  crop 
uses).  Exceptions  include  products 
falling  into  category  A.2  above; 

2.  Disinfectants— Products  used  to 
control  bacteria  producing  odor  or 
deterioration  and  spoilage  of  products 
such  as  paint,  industrial  fluids,  leather, 
where  product  failiire  does  not  have 
human  health  consequences; 

3.  Algaecides  and  slimicides, 
herbidies,  fungicides,  nematicides,  and 
rodentiddes  except  as  provided  in  A 
above.  Several  commenters  in  the  public 
meeting  requested  clarification  as  to 
whether  phytotoxidty  data  are  induded 
within  the  meaning  of  efficacy  data.  The 
Agency  takes  the  position  that  data  on 
phytotoxidty  to  the  target  site,  i.e.,  crop 
or  plants,  are  part  of  an  efficacy 
evaluation  and  are  thus  waived.  On  the 
other  hand,  data  on  phytotoxidty  to 
crops  or  other  plants  that  are  non-target 
sites  are  considered  to  be  hazard  data 
and  must  be  submitted  for  all  i}roduct8 
as  prescribed  in  the  Registration 
Guidelines  (Subpart  J). 

Notwithstanding  the  waiver  of 
efficacy  data,  the  Agency  must  have 
suffident  information  about  the  use 
patterns  proposed  to  p>ermit  evaluation 
of  the  hazards  of  the  product  to  humans 
and  fish  and  wildlife.  In  the  past, 
efficacy  data  have  served  the  purpose  of 
providing  supplementary  information  to 
the  labeling  use  directions,  enabling  the 
Agency  to  accurately  assess  the  hazards 
of  the  proposed  use,  and  to  label  and 
classify  the  product  to  protect  the  public 
and  the  environment 

If  the  labeling  submitted  with  an 
application  for  conditional  registration 
is  not  sufficiently  detailed  as  to  the  use 
pattern  proposed,  the  Agency  will 
request  more  detailed  ii^ormation  on 
the  use  pattern.  Any  such  information 
may  be  required  to  be  placed  on  the 
label  in  the  form  of  use  directions, 
precautionary  statements,  or  use 
restrictions  if  it  is  deemed  essential  to 
the  proper  use  of  the  pesticide,  or  if  lack 
of  such  information  could  potentially 
result  in  adverse  effects  from  use  of  the 
pesticide. 

Classification 

Most  products  and  uses  will  not  be 
classified  until  reregistration  under  a 
final  generic  standard  or  by  regulation 


under  i  162.31.  Under  conditional 
registration,  the  Agency  will  classify 
individual  products  only  to  maintain 
consistency  with  current  registrations 
and  to  avoid  a  double  standard. 

New  products  which  are  identical  to 
products  currently  classified  will  bear , 
the  classification  assigned  to  that 
identical  product.  Other  products  will  be 
classified  for  Restricted  Use  if  all 
products  ccmtaining  the  same  active 
ingredientfs)  have  been  so  classihed 
under  §  162.30. 

New  uses  urill  be  classified  Restricted 
if  the  data  submitted  for  the  incremental 
risk  assessment  indicate  that  such  a 
classification  is  needed.  Other  uses  will 
generally  not  be  classified  separately 
from  the  uses  of  the  product  being 
amended.  The  Agency  will  permit 
“splitting"  of  products  to  separate 
Restricted  uses  faom  other  uses,  as 
described  in  §  ie2.30(d)(2)(iii). 

There  were  no  substantive  public 
comments  in  regard  to  classification. 

Cancellaticm  of  Conditional  Registration 

Section  6(e)  of  the  amended  FIFRA 
provides  for  tiie  cancellation  of 
conditional  registrations  for  failure  to 
meet  the  conditions  imposed.  Section 
162.18-5  sets  forth  the  basis  for  such 
cancellation,  the  procedures  the  Agency 
will  use  in  notifying  registrants  and  the 
public,  and  the  hearing  rights  available 
to  registrants  and  interested  parties.  The 
cancellation  section  generate  few 
comments  as  a  result  of  the  distributed 
drafts  and  public  meetings.  Two  specific 
questions  related  to  cancellation  were  . 
received.  Several  commenters  requested 
clarification  of  the  Agency  policy  with 
respect  to  the  cancellation  of  products 
braring  conditionally-registered  use 
patterns.  Whether  similar  or  new  uses. 
Concern  focused  on  whether  approval  of 
an  added  use  renders  the  entire  product 
conditional  or  whether  only  the  added 
use  becomes  conditional.  The 
distinction  becomes  significant  only 
when  a  registrant  fails  to  meet 
conditions  imposed  on  the  registration, 
resulting  in  cancellation  proceedings. 

The  Agency  position  is  that  only  the 
added  use  accepted  under  FIFRA 
sections  3(c)(7)  (A)  or  (B)  is  conditional; 
the  remaining  uses  were  not  registered 
in  accordance  with  FIFRA  section 
3(c)(7).  In  a  practical  sense,  however,  if 
a  cancellation  action  is  necessary  under 
FIFRA  section  6(e),  it  must  be  applicable 
to  the  entire  product  The  registrant 
may,  however,  avoid  cancellation  of  the 
unconditional  uses  of  his  product  by 
either  meeting  the  conditions  originally 
imposed,  or  by  deleting  the 
conditionally  registered  use  from  the 


labeling.  Clarification  of  this  policy  does 
not  require  revision  of  §  162.18-5. 

Several  commenters  pointed  out  that 
§  162.18-5  as  originally  proposed 
provided  that  cancellation  decisions 
after  a  hearing  were  not  subject  to 
judicial  review.  They  pointed  out  that 
the  statute  provides  no  basis  for  this 
interpretation  of  section  6(e).  The 
Agency  agrees  and  has  deleted  the 
statement 

Effective  Date 

This  regulation  is  effective  May  11, 
1979.  Applications  for  registration 
received  after  the  effective  date  that  are 
not  in  compliance  with  the  provisions 
herein  will  be  returned  to  the  applicant 
without  processing.  Applications 
received  prior  to  the  effective  date  and 
currently  pending  or  under  review  must 
be  revised  to  comply  with  the 
regulations  in  §  162.8, 162.9-1  through 
162.9-8  and  162.18-1  through  162.18-5 
within  75  days  after  this  date,  in 
accordance  with  PR  Notice  75-4. 
“Intrastate"  products  for  which  a  valid 
“Notice  of  Intent  to  Register”  was 
submitted  under  $  162.17  are  eligible  for 
conditional  registration  as  new  products 
if  they  meet  the  requirements  of  these 
regulations. 

Statutory  Review 

This  regulation  was  submitted  for 
review  to  the  Agency’s  Scientific 
Advisory  Panel  which  concurs 
unanimously  in  its  promulgation.  Copies 
have  also  been  provided  to  the  U.S. 
Department  of  Agriculture  for  comment 
in  accordance  with  FIFRA  section  25(a) 
and  to  the  appropriate  conunittees  of  the 
U.S.  Congress.  The  comments  of  the  U.S. 
Department  of  Agriculture  and  the 
Agency’s  response  are  provided  at  the 
end  of  this  document  as  Appendices  I 
and  II. 

Evaluation  Plan 

Section  2(d)(8)  of  Elxecutive  Order 
12044  requires  that  each  significant  new 
regulation  have  a  plan  for  evaluating  its 
effectiveness.  Since  this  regulation  is 
interim  final  in  nature,  the  Agency  will 
review  it  for  effectiveness  within  two 
years  after  promulgation. 

The  Environmental  Protection 
Agency,  after  conducting  a  screening 
study,  has  determined  that  the 
regulation  does  not  require  preparation 
of  a  regulatory  analysis  under  Executive 
Order  12044.  The  screening  study 
indicates  the  following; 

1.  Conditional  Registration  will  result 
in  lower  costs  for  registration  and 
should  increase  competition  in  the 
marketplace. 
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2.  There  will  be  considerable  annual 
savings  in  testing. 

3.  A  significant  increase  in  registered 
products  will  result. 

4.  Conditional  registration  will  lower 
prices  for  pesticide  products  because  of 
an  increase  in  competition. 

Copies  of  the  screening  study  are 
available  from  the  Economic  Analysis 
Branch.  Benefits  and  Field  Studies 
Division  (TS-768).  OPP,  EPA,  401  M 
Street,  SW.,  Washington,  D.C.  20460. 
Effective  Date:  May  11, 1979. 

Dated:  May  2, 1979. 

Oouglat  Coalte. 

Adminitlrator. 

(Sections  3(c)(7)  and  25  of  the  Federal 
Insecticide.  Fungicide,  and  Rodenticide  Act 
(FIFRA),  as  amended  in  1972. 1975  and  1978 
(92  Stat.  819;  7  U.S.C.  136  et  seq.).) 

40  CFR  Part  162  is  amended  as  set 
forth  below. 

1. 40  CFR  Part  162  is  amended  by 
adding  new  $  162.16-1  through  162.18-5 
to  read  as  follows: 

PART  162— REGULATIONS  FOR  THE 
ENFORCEMENT  OF  THE  FEDERAL 
INSECTICIDE,  FUNGICIDE  AND 
RHODENTICIDE  ACT 

Subpart  A— Registration,  Reregistration 
and  Classification  Procedures 

Sea 

162.18- 1  Conditional  registration  overview 

162.18- 2  Data  required  to  be  made  available 
for  agency  review  in  support  of 
conditional  registration 

162.18- 3  Application  for  conditional 
registration 

162.18- 4  Disposition  of  applications 

162.18- 5  Cancellation  of  conditional 
registration 

Authority:  Sections  3(c)(7)  and  25  of  the 
Federal  Insecticide.  Fungicide,  and 
Rodenticide  Act  (FIFRA),  as  amended  in 
1972, 1975  and  1978  (92  Stat  819;  7  U.S.C.  136 
et  seq.). 

§  162.18-1  ConditiorMi  Registration 
overview. 

(a)  General  FIFRA  Section  3(c)(7) 
authorizes  the  Adminstrator  to 
conditionally  register  a  pesticide 
product  despite  the  fact  that  certain  of 
the  data  required  by  S  162.8  and  the 
Registration  Guidelines  (40  CFR  Part 
163)  may  not  have  been  submitted  or 
evaluated  comprehensively  by  EPA.  A 
conditional  registration  is  a  registration 
for  which  the  submission  (or  Agency 
review)  of  some  supporting  data  has 
been  deferred  to  a  future  date.  These 
sections  describe  the  requirements  for 
submission  of  an  application  for 
conditional  registration,  the  disposition 
of  applications,  the  conditions  under 
which  applications  will  be  approved  or 
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denied,  and  the  cancellation  of 
conditional  registrations. 

(b)  Scope.  Sections  162.18-1  through 

162.18- 5  apply  to  all  applications  for 
registration  and  amended  registration 
including  those  for  technical.  ' 
manufacturing  use,  and  end-use 
products,  except  for 

(1)  Any  application  for  registration  of 
a  product  containing  a  new  chemical; 

(2)  Any  application  for  amendment  of 
a  registration  of  a  type  listed  in  $  162.9- 
1(b)  (which  addresses  applications 
which  may  be  approved  without  review 
of  data);  and 

(3)  Any  application  for  registration  or 
amended  registration  of  a  product  that 
may  be  unconditionally  registered  under 
§  162.7(d)(2j. 

(c)  Definitions.  All  words  and  terms 
shall  have  the  same  meanings  as  given 
in  the  Act,  and  S  162.3.  In  addition,  the 
following  terms  are  defined  for  the 
purposes  of  S§  162.18-1  through 

162.18- 5: 

(1)  The  term  "new  chemical"  means 
an  active  ingredient  that  is  not  listed  in 
the  ingredients  statement  of  any 
currently  registered  pesticide  product. 

(2)  The  term  "new  use”  means  a  use 
pattern,  not  included  on  labeling  of  any 
currently  registered  pesticide  product 
containing  the  same  active  ingredieht(s), 
that: 

(i)  Is  a  "changed  use  pattern"  within 
the  meaning  of  S  162.3(k);  or 

(ii)  Is  subject  to  the  establishment  of, 
or  the  increase  in,  a  tolerance  or  food 
additive  regulation  for  the  active 
ingredient  under  the  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
as  amended,  for  the  active  ingredient(s) 
involved;  or 

(iii)  Is  subject  to  the  establishment  of 
an  exemption  from  the  requirement  of  a 
tolerance  for  the  active  ingredient(s) 
involved. 

(3)  The  term  "identical  product” 
means  a  product  that  when  compared 
to  a  currently  registered  product: 

(i)  Contains  the  same  active  and 
intentionally-added  inert  ingredients, 
and,  in  the  case  of  a  manufacturing  use 
product,  the  same  impurities,  each 
ingredient  being  in  the  same  percentage; 
and 

(ii)  Bears  identical  or  substantially 
similar  uses. 

8 162.16-2  Data  Required  to  be  Made 
Available  for  Agency  Review  in  Support  of 
Conditional  Registration 

(a)  Data  Available  for  Review.  An 
item  of  data  is  available  for  review  by 
Agency  if: 

(1)  It  is  submitted  by  the  applicant  in 
support  of  the  application,  or  is  already 
in  the  Agency’s  files;  and 


(2)  The  applicant  has  acknowledged 
reliance  on  the  item  of  data  and  the 
Agency  may  consider  it  in  support  of  the 
application,  under  8§  162.9-1  through 
162.9-8. 

(b)  Exclusive  Use  of  Data.  If  any  data 
required  by  this  section  are  exclusive 
use  data  as  described  in  FIFRA  section 
3(c)(l)(d)(i),  the  applicant  must  submit 
written  authorization  from  the  original 
data  submitter  to  use  those  data  in 
support  of  his  application. 

(c)  Manufacturing  Use  Products.  Each 
applicant  for  conditional  registration  or 
amendment  of  a  manufacturing  use 
product  shall  make  available  to  the 
Agency  the  following  data: 

(1)  Chemistry  data  specific  to  the 
product  (i)  Product  identity  and 
disclosure  of  ingredients,  including 
impurities;  and 

(ii)  A  description  of  the  manufacturing 
process,  including  composition  and 
purity  of  starting  and  intenhediate 
materials;  and 

(iii)  Analytical  methods  and  sample 
assays  for  the  impurities;  and 

(iv)  Physical  and  chemical  properties; 
and 

(v)  If  requested  by  the  Agency,  a 
sample  of  the  technical  product 

(2)  Hazard  data.  Data  sufficient  to 
allow  the  Agency  to  determine  that 
approval  of  the  application  would  not 
cause  a  significant  increase  in  the  risk  of 
any  unreasonable  adverse  effect  on  the 
environment 

(i)  If  the  Agency  determines  that  the 
product  is  an  identical  product  or  that  it 
contains  impurities  and  inert  ingredients 
that  differ  from  those  of  a  registered 
product  only  in  ways  that  would  not 
significantly  increase  the  risk  of 
unreasonable  adverse  effects  on  the 
environment  the  Administrator  will  not 
require  any  additional  hazard  data  other 
than  those  data  currently  in  the  Agency 
files. 

(ii)  For  any  other  manufacturing  use 
pr^uct  the  Administrator  will  review 
data  concerning  the  toxicity  of  the 
product  its  ingredients  and  impurities, 
and  the  extent  of  exposure  of 
populations  and  organisms  to  the  toxic 
effects  of  the  product  its  ingredients 
and  impurities. 

(d)  End-use  products.  Each  applicant 
for  conditional  registration  or 
amendment  of  an  end-use  product  shall 
make  available  to  the  Agency  the 
following  data  in  a  form  acceptable  to 
the  Administrator 

(1)  Chemistry  data  specific  to  the 
product  (i)  Product  identity  and 
disclosure  of  ingredients;  and 

(ii)  If  requested  by  the  Agency,  a 
sample  of  the  product  proposed  for 
registration;  and 
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(iii)  If  any  active  ingredient  of  the 
formulated  product  is  derived  from  any 
substance  other  than  a  registered 
product,  data  required  by  paragraph  (c) 
of  this  section. 

(2)  Efficacy  data  specific  to  the 
oro^ct  Efficacy  data  specific  to  each 
product  that  bears  a  claim  to  control 
organisms  that  may  pose  a  threat  to 
human  health,  either  directly  or  through 
transmittal  of  disease,  including: 

(i)  Each  antimicrobial  product 
intended  to  control  micro-organisms 
infectious  to  man  in  any  area  where 
these  micro-organisms  may  present  a 
health  hazard;  and 

(ii)  Each  bait  formulation  intended  to 
control  vertebrates  (such  as  rodents, 
birds,  canids  and  skunks)  that  may 
transmit  disease  to  man. 

(3)  Other  efficacy  data,  (i)  Efficacy 
data  for  products  intended  to  control 
mosquitoes,  cockroaches,  fleas,  ticks, 
lice,  biting  flies,  houseflies,  poisonous 
spiders,  fire  ants,  hornets,  wasps, 
bedbugs,  scorpions,  centipedes,  or 
aflatoxin-producing  fungi;  and  non-bait 
formulations  intended  to  control 
vertebrates  (such  as  rodents,  birds, 
canids  and  skunks)  that  may  transmit 
disease  to  man; 

(ii)  Efficacy  data,  in  accordance  with 
the  Registration  Guidelines,  for  each 
product  for  which  a  new  or  added  use  is 
proposed,  if  the  product  contains  an 
active  ingredient,  some  uses  of  which 
have  been  suspended,  cancelled,  or  are 
the  subject  of  a  Notice  of  Rebuttable 
Presumption  Against  Registration 
(RPAR),  and  the  risks  identiHed  in  the 
RPAR  Notice  or  suspension/ 
cancellation  action  may  reasonably  be 
anticipated  to  exist  as  a  result  of  the 
new  use. 

(4)  Hazard  data.  Data  sufHcient  to 
allow  the  Agency  to  determine  that 
approval  of  the  application  would  not 
cause  a  significant  increase  in  the  risk  of 
unreasonable  adverse  effects  on  the 
environment 

(i)  A  product  which  the  Agency 
determines  to  be  an  identical  product 
will  be  regarded  as  one  which  would  not 
cause  a  significant  increase  in  the  risk  of 
any  unreasonable  adverse  effect  on  the 
environment. 

(ii)  For  a  product  which  is  not  an 
identical  product,  the  Agency  normally 
will  review  data  concerning  the  extent 
of  additional  exposure  to  the  product 
that  likely  would  result  from  use  of  the 
product  as  proposed,  and  the  toxicity  of 
the  product  or  its  ingredients  to  its 
ingredients  to  organisms  that  would  be 
newly  exposed  to  the  product,  or  that 
would  be  exposed  by  routes  of  exposure 
different  from  those  associated  with 
already  registered  products  or  uses. 


Applicants  are  encouraged  to  consult 
wiA  the  Agency  to  determine  the  data 
requirements  applicable  to  a  risk 
assessment  of  specific  products  and 
uses. 

§  162.18-3  AppHcation  for  conditional 
registration. 

(a)  General.  All  provisions  of  §  §  162.1 
through  162.17  apply  to  all  applications 
submitted  for  conditional  registration 
under  FIFRA  sections  3(c)(7)  (A)  and  (B) 
except  the  following: 

(1)  Section  162.6(a)(5),  Completeness 
of  Applications; 

(2)  Section  162.6(b)(1).  (2),  and  (5) 
Applications  for  Registration  [under 
FIFRA  section  3(c)(5)]; 

(3)  Section  162.6(c),  Five-Year 
Cancellation; 

(4)  Section  162.7(c),  Time  for  Action 
with  Respect  to  Application; 

(5)  Section  162.7(d),  Approval  of 
Registration  [under  FIFRA  section 
3(c)(5)); 

(6)  Section  162.7(f).  Denial  of 
Registration; 

(7)  Section  162.11  (a)  and  (b). 
Rebuttable  Presumption  Against 
Registration,  except  as  provided  in 
§  162.18-4(b};  and 

(8)  Section  162.11  (c)  and  (d).  Use 
Classification,  except  to  the  extent 
provided  by  §  162.1ft-3(b)(5). 

(b)  Submission  of  applications.  (1)  An 
application  for  conditional  registration 
must  be  submitted  (on  forms  provided 
by  the  Agency)  for  each  conditional 
registration  desired.  Applications  shall 
include  the  supporting  information 
prescribed  in  paragraphs  (b)  (2)-(5)  of 
this  section. 

(2)  Each  application  must  be 
accompanied  by  proposed  labeling  in 
accordance  with  §  162.6(b)(2)(i)(A)  and 
§  162.10. 

(3)  Each  application  must  be 
supported  by  the  data  prescribed  in 
§  162.18-2,  as  applicable. 

(4)  Each  application  must  comply  with 
§§  162.9-1  through  162.9-8. 

(5)  Classification  requirements  for 
end-use  products  (manufacturing  use 
products  are  excluded): 

(i)  An  end-use  product  must  be 
labeled  “Restricted  Use"; 

(A)  If  an  identical  product  is  labeled 
“Restricted  Use”;  or 

(B)  If  “Restricted  Use”  labeling  is 
required  by  §  162.31. 

(ii)  The  applicant  shall  request  that  a 
use  not  previously  accepted  on  a 
registered  product  containing  the  same 
active  ingredient  be  classified  in 
accordance  with  §  162.11. 

(iii)  Applicants  not  reqiured  to  label 
their  products  “Restricted  Use”  under 
paragraph  (b)(5)(i)  of  this  section  and 


not  seeking  to  add  a  use  as  described  in 
paragraph  (b)(5)(ii)  of  this  section  shall 
request  that  ^e  product  be  classified  at 
reregistration  or  when  uses  of  other 
similar  products  are  classified, 
whichever  occurs  sooner,  and  shall 
propose  a  classification  for  the  product 
or  added  use(s). 

§  162.18-4  DtoposMon  of  appNcations. 

(a)  Criteria  for  approval  of 
conditional  registration.  The 
Administrator  shall  approve  a  request 
for  conditional  registration  under  FIFRA 
sections  3(c)(7)  (A)  or  (B)  if  he 
determines  that,  when  considered  with 
any  restrictions  or  conditions  imposed: 

(1)  The  product  is  not  misbranded,  as 
defined  in  FIFRA  section  2(q),  and  its 
labeling  complies  with  §162.10;  and 

(2)  The  test  data  and  other  materials 
required  to  be  submitted  comply  with 
the  requirements  of  the  Act,  §  162.18-2, 

§  162.18-3,  and  §§  162.9-1  through  162.9- 
8;  and 

(3)  The  use  of  the  product  will  not 
cause  a  signiHcant  increase  in  the  risk  of 
unreasonable  adverse  effects  on  the 
environment;  and 

(4)  Any  tolerance,  food  additive 
regulation,  exemption  or  other  clearance 
required  by  the  Federal,  Food,  Drug  & 
Cosmetic  Act  (including  clearance  for 
pesticide  uses  which  are  also  drug  uses), 
has  been  obtained. 

(b)  Conditional  registration 
prohibition.  Notwithstanding  the 
provisions  of  paragraph  (a)  of  this 
section,  the  Administrator  will  not 
approve  the  conditional  amended 
registration  of  any  new  use  if: 

(1)  A  Notice  of  Rebuttable 
Presumption  Against  Registration  under 
§  162.11(a)(3)(ii)  has  been  issued;  and 

(2)  The  new  use  proposed  involves 
use  on  a  major  food  or  feed  crop,  or 
involves  use  on  a  minor  food  or  feed 
crop  for  which  there  is  an  available  and 
effective  alternative  pesticide  registered 
which  does  not  meet  the  criteria  of 

§  162.11(a)(3)(ii).  The  determination  of 
available  and  effective  alternatives  shall 
be  made  with  the  concurrence  of  the 
Secretary  of  Agriculture. 

(c)  Conditions  of  conditional 
registration.  (1)  Data  not  available  at 
the  time  of  application  for  conditional 
registration  must  be  submitted  or  cited 
when  all  products  containing  the  same 
active  ingredient  are  reregistered,  or  at 
such  other  time  as  the  Administrator 
may  specify. 

(2)  The  Administrator  may  establish 
other  terms  and  conditions  as  necessary. 

(3)  If  the  terms  or  conditions  of 
conditional  registration  are  not  satisfied, 
the  Administrator  will  cancel  the 
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conditional  registration  in  accordance 
with  §  162.18-5. 

(d)  Notices  Regarding  Changed  Use 
Pattern.  The  Agency  shall  promptly 
publish  in  the  Federal  Registen 

(1)  Notice  of  receipt  of  each 
application  that  involves  a  changed  use 
pattern,  as  required  by  FIFRA  §  3(c)(4); 
and 

(2)  Notice  of  approval  of  any  such 
application. 

(e)  Denial  of  Conditional  Registration. 
The  Administrator  shall  deny 
conditional  registration  if  the 
ai^lication  for  conditional  registration 
fails  to  meet  any  of  the  requirements  of 
§  162.18-4(a)  or  if  there  are  insufHcient 
data  to  make  the  required 
determination.  Denial  of  conditional 
registration  shall  be  in  accordance  with 
the  provisions  set  forth  in  §  162.7(f). 

§  162.18-5  Cancellatton  of  conditional 
registration. 

(a)  General.  FIFRA  section  6(e) 
pertains  to  the  cancellation  of 
conditional  registration  for  failure  to 
satisfy  the  conditions  imposed  by  the 
Administrator  at  the  time  of  registration. 
The  Administrator  shall  issue  a  Notice 
of  Intent  to  Cancel  the  conditional 
registration  of  a  product  if  the  registrant 
fails  to  meet  the  conditions  imposed 
under  S  162.1&-4(c).  Cancellation  under 
FIFRA  section  6(e)  may  be  accomplished 
by  means  of  an  expedited  hearing. 

(b)  Notice  of  intent  to  cancel.  The 
Administrator  shall  notify  the  registrant 
by  certified  mail,  and  subsequently 
notify  the  puUic  by  Federal  Register 
notice,  of  his  intent  to  cancel  a 
conditional  registration.  The  notice  shall 
provide  that  the  registrant  or  any  person 
adversely  affected  by  the  canceUation 
may,  within  30  days  from  receipt  by  the 
registrant  of  the  notice,  request  that  a 
hearing  be  held. 

(c)  Effective  date  of  cancellation.  If  no 
hearing  request  is  received,  the 
cancellation  shall  become  effective  at 
the  end  of  the  30-day  period.  The 
Administrator  will  notify  the  registrant 
by  certified  mail  of  the  final 
cancellation. 

(d)  Continued  sale  and  use  of  existing 
stocks.  The  Administrator  may  permit 
the  continued  sale  and  use  of  existing 
stocks  of  a  pesticide  whose  conditional 
registration  has  been  cancelled  under 
such  conditions  and  for  such  uses  as  he 
may  specify.  The  Administrator  may 
permit  such  sale  and  use  only  if  he 
determines  that: 

(1)  Such  sale  and  use  is  not 
inconsistent  with  the  purposes  of  the 
Act  and  the  regulations  promulgated 
thereunder;  and 

(2)  Such  sale  and  use  will  not  result  in 
unreasonable  adverse  effects  on  man  or 
the  environment 


(e)  Hearing.  (1)  If  a  request  for  hearing 
is  received,  the  hearing  shall  be 
conducted  pursuant  to  FIFRA  section 
6(d),  and  40  CFR  Part  164. 

(2)  Such  hearing  shall  be  limited  to  the 
issue  of  whether  the  registrant  complied 
with  the  conditions  referred  to  in 

§  162.18-4(c).  and  whether  the 
Administrator’s  determination  regarding 
sale  and  use  of  existing  stocks  of  the 
product  is  correct. 

(3)  A  hearing  shall  be  conducted  and  a 
decision  made  within  75  days  fit)m 
receipt  of  a  request  for  such  hearing. 

(4)  The  Administrator’s  decision  upon 
completion  of  the  hearing  shall  be  final. 

2. 40  CFR  Part  162  is  amended  by 
redesignating  §  162.7  (d)(1)  and  (d)(2)  as 
§  162.7  (d)(3)  and  (d)(4)  respectively,  by 
redesignating  §  162.7  (e)  and  (f)  as 
S  162.7  (f)  and  (g)  respectively,  and  by 
adding  new  paragraphs  $  162.7  (d)(1), 
(d)(2),  and  (e),  to  read  as  follows: 

§  162.7  Dispoaition  of  applications. 
***** 

(d)  Criteria  for  approval.  (1)  Review 
of  data.  The  Agency  will  conduct 
complete  data  evaluations  required  for 
issuance  of  unconditional  registration 
under  FIFRA  section  3(c)(5)  only: 

(1)  As  part  of  the  process  of 
reregistering  currently  registered 
products;  or 

(ii)  When  acting  on  applications  for 
registration  of  piquets  containing  new 
chemicals;  or 

(iii)  When  the  Agency  determines  that 
it  would  otherwise  serve  the  public 
interest. 

(2)  Basis  for  approval.  The 
Administrator  will  approve  a  request  for 
unconditional  registration, 
reregistration,  or  amendment  to 
registration,  under  FIFRA  section  3(c)(5): 

(i)  Only  after  a  comprehensive  review 
of  all  available,  pertinent  data;  and 

(ii)  Only  after  he  has  determined  that 
the  available  data  satisfy  the  minimum 
requirements  set  forth  in  the 
Registration  Guidelines;  and 

(iii)  Only  after  he  has  determined  that 
the  product  meets  the  standard  for 
registrability  set  forth  in  FIFRA  §  3(c)(5). 
***** 

(e)  Conditional  Registration.  Any 
application  other  than  those  enumerated 
in  paragraph  (d)(1)  of  this  section  which 
requires  the  review  of  scientific  data 
will  be  considered  as  an  application  for 
conditional  registration  under  FIFRA 
section  3(c)(7).  The  Administrator  may 
approve  an  application  for  the 
registration  of  a  new  product,  or 
amendment  of  an  existing  product,  on  a 
conditional  basis  to  the  extent  set  forth 
in  55  162.18-1  through  182.18-5. 

3. 40  CFR  Part  162  is  amended  by 
revising  5  162.8  in  its  entirety  to  read  as 
follows: 


5 162.8  Data  In  support  of  registration  and 
classification. 

(a)  An  applicant  for  registration, 
reregistration,  or  amendment  of  an 
existing  registration  shall,  in  his 
application  and  as  a  prerequisite  to 
approval  of  his  application: 

(1)  Furnish  or  refer  to  data  adequate 
to  demonstrate  that  his  application  may 
be  approved  in  accordance  with 

5  162.7(d)  or  (e);  and 

(2)  Comply  with  paragraph  (b)  of  this 
section;  and 

(3)  Furnish  additional  information  as 
requested  by  the  Agency  under 
paragraph  (c)  of  this  section. 

(b)  An  applicant  shall  submit  with  his 
application  any  factual  information 
regarding  adverse  effects  of  the 
pesticide  on  the  environment  or  man 
that 

(1)  Has  been  obtained  by  him  or  has 
come  to  his  attention;  and 

(2)  Insofar  as  he  is  aware,  has  not 
previously  been  submitted  to  the 
Agency. 

Such  information  shall  include,  but  shall 
not  be  limited  to,  published  or 
unpublished  laboratory  studies  and 
accident  experience. 

(c)  An  applicant  shall  submit  any 
additional  data,  other  than  those 
required  by  this  Part  and  the 
Registration  Guidelines,  which  the 
Agency  has  requested  as  necessary  to 
support  the  registration  application.  Hie 
Agency  shall  periodically  revise  the 
Registration  Guidelines  to  reflect  current 
data  requirements. 

4.  The  following  Appendices  I  and  II 
will  not  appear  in  the  Code  of  Federal 
Regulations. 

Appendix  I 

Department  of  Agricultiue 

Office  of  the  Seaetary,  Washington,  D.C 

20250. 

April  6, 1979 

Mr.  Edwin  L  Johnson  (TS-76e) 

Deputy  Assistant  Administrator  for  Pesticide 
Programs,  U.S.  Environmental  I^tection 
Agency  Washington,  D.C.  20460. 

Dear  Mr.  Johnson:  ' 

Thank  you  for  your  letter  of  March  16, 1979, 
transmitting  EPA's  Interim  Final  Regulation 
on  the  Con^tional  Registration  of  Pesticides 
and  request  for  USDA  comments  relative  to 
FIFRA  Section  25(a)(2)(B).  We  note  that  this 
regulation  pertains  to  FIFRA  Section  3(c)(7), 
Registration  Under  ^>ecial  Circumstances 
and  FIFRA  Section  3(c)(5)(D)  Waiver  of  Data 
Requirements  Pertaining  to  Efficacy.  We 
appreciate  the  opportimity  to  comment  on 
these  important  regulations  and  request  that 
our  conunents  be  published  in  the  Fetleral 
Register  along  with  the  regulation. 
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Regulation  Implementing  FIFRA  Section 
3(c)(7)  Relating  to  Conditional  Registration 

The  conditional  registration  provisions 
relative  to  FIFRA  Section  3(c)(7)  should  assist 
in  making  available  an  adequate  supply  of 
pesticides  for  protection  of  food,  feed,  Sber, 
and  humans  from  pests.  We  concur  in  the 
necessity  for  rapidly  developing  the  interim 
final  regulation  so  the  registration  process 
may  proceed.  However,  the  regulations,  as 
set  forth  in  Section  162.1S-2(c)  and  (d)  do  not 
adequately  describe  data  requirements  for 
submission  of  an  application  for  conditional 
registration.  Further,  the  conditional 
registration  regulation  does  not  show  clearly 
the  stepwise  relationship  to  full  registration, 
nor  is  it  apparent  that  the  conditional 
registration  regulations,  as  written,  will  result 
in  lower  costs  for  registration  and  related 
attributes,  as  stated  in  response  to  the  need 
for  a  regulatory  analysis  required  under 
Executive  Order  12044.  Also,  the  continued 
development  of  regulations,  for  FIFRA 
Section  3(c)(7)(C),  conditional  registration  of 
a  pesticide  containing  an  active  ingredient 
not  contained  in  any  currently  registered 
pesticide,  should  be  pursued  and  receive 
priority  attention.  In  our  opinion,  the 
conditional  registration  of  new  materials 
would  be  of  more  potential  value  than  for 
existing  registered  materials. 

Regulation  Implementing  FIFRA  Section 
3(c)(5)(D).  Waiver  of  Data  Requirements 

We  understand  this  is  the  first  regulation 
that  speaks  to  the  waiver  of  data 
requirements  pertaining  to  efficacy.  The 
USDA  does  not  favor  EPA’s  waiver  of 
efficacy  data  requirements  if  it  impacts  on 
the  availability  of  effective  pest  control 
materials  or  allows  ineffective  and/or 
unintended  phytotoxic  products  to  reach  the 
maricet  place.  It  is  essential  that  adequate 
supplies  of  e^icacious  materials  be  available 
to  meet  the  needs  for  production  and 
protection  of  food,  feed  and  Hber,  and  for 
protection  of  livestock  and  ornamental, 
nursery,  and  forest  resources. 

USDA  is  concerned  that  EPA's  failure  to 
review  e^icacy  data  submitted  in  support  of 
registration  of  new  uses,  or  the  reregistration 
of  old  uses  of  pesticides  could  result  in  less 
than  desirable  formulations  being  available 
to  users.  We  believe  that  current  registration 
practice  has  been  an  effective  mechanism  for 
maintaining  high  quality  formulations. 

We  would  be  pleased  to  discuss  these 
comments  with  you  if  necessary  to  clarify  our 
intent.  We  believe  that  an  aggressive  and 
workable  conditional  registration  program  is 
urgently  needed. 

Sincerely, 

Bany  R.  FUmm. 

Coordinator.  Office  of  Environmental  Quality  Activitiee. 

Appendix  n 

United  States  Environmental  Protection 
Agency 

Washington,  D.C.  20460 
Mr.  Barry  R.  Flamm, 

Environmental  Activities  Coordinator,  U.S. 
Department  of  Agriculture,  Administration 
Building,  Room  412A,  Washington,  D.C. 

20250. 

Dear  Mr.  Flamm: 

We  have  received  your  letter  of  April  0. 
1979,  expressing  USDA's  comments  on  EPA's 


Interim  Final  Regulation  on  the  Conditional 
Registration  of  Pesticides  and  related 
regulation  changes,  written  under  authority  of 
Section  3(c)(7)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  (FIFRA)  as 
amended.  As  requested,  your  letter  will  be 
appended  to  the  Interim  Final  Regulation  and 
will  be  published  in  the  Federal  Register  in 
accordance  with  Section  25(a)(2)(B),  of 
FIFRA,  with  our  response  to  the  specific 
items  of  concern,  which  are  noted  below: 

1.  You  commented  that  S§  162.1&-2(c)  and 
(d)  did  not  adequately  describe  the  data 
requirements  for  conditional  registration.  We 
assume  that  your  comments  refer  exclusively 
to  S  §  162.18-2(c)(2)  and  (d)(4),  both  of  which 
describe  the  Agency's  need  for  hazard  data 
to  make  an  incremental  risk  assessment. 

Data  requirements  for  chemistry  and  efficacy 
are  spelled  out  in  detail. 

Risk  assessment  of  individual  new  use 
patterns  as  required  by  FIFRA  $  3(c)(7)(B) 
involves  consideration  not  only  of  the 
toxicity  characteristics  of  the  particular 
pesticide,  but  also  the  varying  types  and 
levels  of  exposure  which  may  be  anticipated 
to  occur.  Thus,  the  risk  assessment  for  an 
indoor  space  spray  must  take  into 
consideration  different  exposure  factors  than 
an  outdoor  agricultural  product.  Each  use 
pattern  presents  distinct  variations  in  hazard 
and  exposure,  a  situation  which  precludes  a 
single  set  of  hazard  data  requirements  in  the 
regulations. 

The  Agency  has  published  in  the  Federal 
Register  (43  FR  29686  and  43  FR  37336) 
proposed  Guidelines  for  hazard  data 
requirements,  which  relate  data  requirements 
^to  pesticide  characteristics  and  use  patterns 
in  a  broad  context.  In  addition,  the  Office  of 
Pesticide  Programs  is  considering  the 
development  of  a  reference  guide  giving 
examples  of  the  requirements  applicable  to 
specific  chemicals  and  use  patterns. 

An  applicant  for  conditional  registration 
may  initially  ascertain  hazard  data 
requirements  for  a  new  use  by  comparing  the 
Guidelines  requirements  for  all  his  uses, 
including  the  new  use,  with  those  for  the 
“old”  uses  only.  The  Agency  also  encourages 
applicants  to  consult  with  Agency  personnel 
prior  to  submission  of  an  application  to 
determine  specific  data  requirements  for 
individual  products  and  uses. 

2.  You  commented  that  the  regulation  does 
not  show  clearly  the  stepwise  relationship  to 
full  registration. 

Conditional  registration  is  an  interim 
administrative  mechanism  to  permit 
registration  of  products  posing  no  additional 
risks  over  and  above  those  already  registered 
during  the  development  of  generic  standards 
leading  to  full  unconditional  registration.  The 
regulation  is  not  intended  to  impute  a 
stepwise  relationship  from  conditional  to  full 
registration. 

3.  You  stated  that  it  was  not  apparent  that 
the  regulation  will  result  in  lower  costs  for 
registration. 

The  decision  that  a  Regulatory  Analysis 
was  not  needed  for  these  regulations  was 
based  on  the  Economic  Impact  Analysis 
conducted  by  the  Benefits  and  Field  Studies 
Division  of  the  Office  of  Pesticide  Programs, 
available  for  review  from  that  Division  at  the 
address  provided  in  the  preamble. 


The  analysis  indicated  that  cost  savings  in 
conditional  registration  are  achieved 
primarily  because  of  the  deferred  testing 
provisions.  Without  a  conditional  registration 
mechanism,  applicants  are  required  to 
provide  all  necessary  data  to  meet  the 
Guidelines  standards.  The  last  three  years  of 
registration  activity  have  demonstrated  the 
inhibiting  effect  of  high  development  costs  on 
the  attainment  of  registration,  particularly 
among  small  formulators. 

The  study  indicates  that  the  cost  savings 
are  only  for  an  initial  period  of  time.  As 
generic  standards  progress,  registrants  will 
be  called  upon  to  supply  missing  data.  A 
registrant  may  at  that  time  request  that  his 
conditional  registration  be  cancelled,  thereby 
not  having  to  produce  the  data  or  share  in  its 
development  cost.  Registrants  wishing  to 
maintain  their  registrations  are  encouraged  to 
jointly  produce  missing  studies;  to  the  extent 
that  they  do  so,  saving  in  cost  can  be 
achieved  by  eliminating  duplicative  testing. 

4.  You  expressed  concern  about  an  efficacy 
data  waiver  which  might  lead  to  marketing  of 
ineffective  or  less  than  desirable  formulations 
of  pesticides,  thereby  jeopardizing  the 
production  of  agricultural  resources. 

The  Agency's  waiver  of  efficacy  data 
requirements  for  non-public  health  uses  is 
clearly  described  in  the  preamble  as 
experimental  in  nature.  The  USDA  was  an 
active  partner  in  the  development  of  the 
Administration's  legislative  proposal  to 
amend  FIFRA  in  early  1977  to  incorporate  the 
waiver  provision  of  FIFRA  S  3(c)(5).  In  • 
hearings  on  the  FIFRA  amendments  before 
Congressional  committees,  USDA  supported 
this  Agency  in  the  concept  of  an  efficacy  data 
waiver.  The  policy  embodied  in  the 
regulations  reflects  the  regulatory  priorities 
stated  in  our  testimony  from  the  very 
beginning. 

The  waiver  policy  is  being  implemented  in 
the  belief  that  the  pesticide  market  is  an 
effective  force  in  regulation  of  non- 
efficacious  products.  We  have  been  led  to 
this  belief  by  the  assertions  of  the 
agricultural  community  itself,  registrants,  and 
by  a  study  conducted  by  the  A.  D.  Little 
Company  under  contract  to  the  Agency.  We 
are  also  motivated  by  a  desire  to  reduce  the 
regulatory  burdens  on  pesticide,  registrants, 
and  to  concentrate  the  limited  scientific 
resources  available  to  the  Agency  on 
potentially  harmful  consequences  of 
pesticides  which  are  not  readily  apparent  to 
users. 

If  the  efficacy  waiver  fails  to  produce  the 
desired  benefits  or  abuses  develop  which 
undermine  its  purposes  or  effectiveness,  the 
Agency  will  evaluate  .the  public  and  private 
resource  commitments  which  would  be 
required  to  reinstate  economic  regulation  of 
pesticides  and  may  rescind  any  or  all  efficacy 
waivers  to  correct  the  situation. 

We  appreciate  your  comments  on  this 
regulation  and  we  look  forward  to  continuing 
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the  spirit  of  cooperation  that  we  have  had 
with  you  on  this  matter. 

Sincerely  yours, 

Edwin  L.  lohnMNi. 

Deputy  AasiskM  Administrator  for  Pesticide  Programs  (TS- 
766). 

IOPP-30QM;  PRL  tOSl-S) 
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40  CFR  Part  162 

Regulations  for  the  Enforcement  of 
the  Federal  Insecticide,  Fungicide,  and 
Rodentidde  Act;  Compensation  for 
Use  of  Data 

agency:  Environmental  Protection 
Agency,  Office  of  Pesticide  Programs. 
action:  Final  rule. 

summary:  These  rules  implement  the 
data  compensation  provisions  of  section 
3(cH1M1})  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act,  as 
amended  (FIFRA),  7  U.S.C  136a(c)(l)(D). 

The  rules  provide  a  system  under 
which  applicants  for  pesticide 
registrations  who  wish  to  rely  on  data 
submitted  by  other  applicants  must  offer 
to  pay  for  use  of  the  data. 
date:  Effective  May  11, 1979. 

FOR  FURTHER  INFORMATION  CONTACT: 
Edward  C.  Gray,  Office  of  General 
Counsel  (A-132),  Environmental 
Protection  Agency,  401  M  Street,  SW., 
Washington,  D.C.  20460,  Telephone;  202- 
755-0638,  or  Herbert  S.  Harrison, 
Registration  Division  (TS-767). 
Environmental  Protection  Agency.  401 M 
Street,  SW.,  Washington,  D.C.  20460, 
Telephone:  202-426-4110. 
SUPPLEMENTARY  INFORMATION:  On  June 
20, 1977,  the  Environmental  Protection 
Agency  published  proposed  rules  (42  FR 
31284)  to  implement  section  3(c)(1)(D)  of 
the  Federal  Insecticide,  Fungicide  and 
Rodenticide  Act,  as  amended  (FIFRA),  7 
U.S.C.  136  et  seq. 

FIFRA  section  3(c)(1)(D)  was 
originally  enacted  in  1972  and  has  since 
been  amended  twice.  It  imposes 
restrictions  on  the  use  the  Agency  may 
make  of  data  in  Agency  Hies  which  have 
been  submitted  under  FIFRA  by  one 
person,  when  the  Agency  is  deciding 
whether  to  approve  another  person’s 
application  for  registration, 
reregistration,  or  amended  registration 
of  a  pesticide  product. 

The  June  1977  proposal  was  based  on 
the  provisions  of  the  then-current  statute 
and  on  the  Agency’s  then-current 
policies  and  perceptions.  Since  then, 
section  3(c)(1)(D)  has  been  drastically 
altered  by  the  Federal  Pesticides  Act  of 
1978  (“FPA”),  Pub.  L  95-396,  September 


30, 1978, 92  Stat.  819.  In  addition,  a 
number  of  useful  suggestions  were 
received  in  response  to  the  June  1977 
proposal  and  on  previously  circulated 
earlier  (drafts  of  this  document.  Finally, 
for  the  past  several  months  the  Agency 
has  spent  considerable  time  analyzing 
.  tl)e  manner  in  which  the  1978 
amendments  to  FIFRA  could  be  most 
rapidly  and  smoothly  implemented,  and 
analyzing  what  the  Agency’s 
capabilities  and  resources  will  and  will 
not  allow  in  such  areas  as  scientiHc 
review  of  data,  data  retrieval,  and  data 
cataloging. 

The  regulation  set  forth  in  this 
document  reflects  these  developments. 
This  regulation  governs  only  the  data 
compensation  aspects  of  registration 
actions  taken  after  the  effective  date  of 
the  FPA,  September  30, 1978. 

Introduction 

The  single  most  obvious  difference 
between  ffie  June  1977  proposal  and 
these  final  regulations  is  the  absence 
from  the  latter  of  any  rules  or 
procedures  concerning  the  manner  by 
which  the  entitlement  to  compensation, 
and  the  amount  and  terms  of  payment  of 
compensation,  will.be  determined. 
Section  3(c)(1)(D).  as  amended  by  the 
FPA,  now  provides  that  disputes  on 
these  issues  will  be  decided  by  binding 
arbitration  under  rules  and  procedures 
of  the  Federal  Mediation  and 
Conciliation  Service. 

Under  the  1978  amendments  to  section 
3(c)(1)(D).  the  Agency’s  principal 
remaining  duty  is  to  ensure  that  no 
application  for  a  registration  action  is 
approved  unless  the  applicant  has  taken 
certain  steps  to  initiate  the  process  of 
compensation.  As  amended,  section 
3(c)(1)(D)  provides  that  an  applicant  for 
registration  shall  file  with  the 
Administrator  an  application  which 
includes: 

*  *  *  a  full  description  of  the  tests  made  and 
the  results  thereof  upon  which  the  claims  are 
based,  or  alternatively  a  citation  to  data  that 
appears  in  the  public  literature  or  that 
pr^ously  had  been  submitted  to  the 
Administrator  and  that  the  Administrator 
may  consider  in  accordance  with  the 
following  provisions: 

(i)  [This  paragraph  contains  the  so-called 
“exclusive  use"  provisions,  which  are  not 
directly  pertinent  to  this  r^ulation.) 

(ii)  except  as  otherwise  provided  in 
subparagraph  (dKi)  of  this  paragraph,  with 
respect  to  data  submitted  after  Deramber  31, 
1960,  by  an  applicant  or  registrant  to  support 
an  application  for  registration,  experimental 
use  permit,  or  amendment  adding  a  new  use 
to  an  existing  registration,  to  support  or 
maintain  in  effect  an  existing  lustration,  or 
for  reregistration,  the  Administrator  may. 
without  the  permission  of  the  original  data 
submitter,  consider  any  such  item  of  data  in 


support  of  the  application  by  any  other 
person  (hereinafter  in  this  subparagraph 
referred  to  as  the  ‘applicant’)  within  the 
fifteen-year  period  following  the  date  tlve 
data  were  originally  submitted  only  if  the 
applicant  has  made  an  offer  to  compensate 
the  original  data  submitter  and  submitted 
such  offer  to  the  Administrator  accompanied 
by  evidence  of  delivery  to  the  original  data 
submitter  of  the  offer  *  *  *. 

In  order  to  carry  out  these  obligations, 
and  to  assist  applicants  in  filing 
approvable  applications,  the  Agency 
must: 

(1)  State  which  kinds  of  applications 

'  are  subject  to  the  requirements  of  FIFRA 
section  3(c)(1)(D); 

(2)  Describe  the  data  set  for  which 
applicants  for  various  Idnds  of 
registration  actions  must  offer  to  pay 
compensation; 

(3)  Describe  the  required  wording  for 
the  offer  to  pay  compensation; 

(4)  Provide  that  applicants  furnish  the 
compensation  offer  to  the  Agency,  and 
to  the  original  data  submitters  (to  the 
extent  they  can  be  identified)  as  well; 

(5)  Identify  the  original  data 
submitters  so  that  the  applicant  will 
know  to  whom  the  offers  to  pay 
compensation  must  be  furnished;  and 

(6)  Provide  some  workable  mechanism 
to  ensure  that  if  an  applicant 
inadvertently  or  deliberately  fails  to 
furnish  notice  to  an  original  data 
submitter  who  should  have  been 
notified,  the  latter  will  nonetheless  be 
able  to  avail  himself  of  the 
compensation  mechanism  or  other  rights 
he  has  under  section  3(c)(1)(D). 

Re^stration  Actions  to  Which  the 
Regulations  Ai^y 

’The  duty  to  comply  with  the 
provisions  of  section  3(c)(1)(D)  applies 
to  any  applicant  who  seeks  to  register  a 
new  product,  to  reregister  a  product,  or 
(with  certain  exceptions)  to  amend  the 
registration  of  an  already-registered 
product,  as  stated  in  S  162.9-1. 

By  their  very  nature,  some  kinds  of 
proposed  amendments  of  existing 
registrations  normally  involve  neither 
consideration  of  data  by  the  Agency  nor 
reliance  by  the  Agency  on  the  fact  that 
data  was  considered  earlier.  These 
types  of  amendments  are  listed  in 
§  162.9-1  (b)(l)-(16).  Applicants  who 
seek  to  amend  an  existing  registration 
for  the  sole  purpose  of  m^ing  such  a 
change  need  not  comply  with  section 
3(cKl)(D)(ii)  or  with  40  CFR  S  162.9-2 
throu^  S  162.9-8. 

In  some  cases  the  Agency  requires 
registrants  to  submit  proposed 
amendments  to  their  registered  label  as 
an  alternative  to  the  A^cy’s  initiation 
of  cancellation  proceedings  against  the 
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registered  product.  The  Agency  has 
concluded  that  “involuntary” 
amendments  of  this  type  are  not  subject 
to  the  requirement  to  pay  compensation 
under  section  3(c)(1)(D).  Accordingly, 
under  40  CFR  162.9-l(b)(17),  applicants 
who  seek  to  amend  an  existing 
registration  for  the  sole  purpose  of 
complying  with  an  Agency 
announcement  that  failure  to  request  the 
amendment  will  result  in  initiation  of  a 
cancellation  proceeding  under  FIFRA 
section  6(b).  or  a  suspension  proceeding 
under  FIFRA  section  6(c).  need  not 
comply  with  40  CFR  162.9-2  through 
162.9-8. 

In  a  working  draft  version  of  this 
regulation  circulated  for  comment  in 
October  1978.  the  Agency  proposed  to 
exempt  applicants  from  the 
requirements  of  FIFRA  section 
3(c)(l)(D)(ii)  as  to  any  proposed 
amendment  to  an  existing  registration 
which  would  not  add  uses  to  those 
already  approved.  The  only  comments 
submitted  in  response  to  this  proposal 
stated  that  there  is  no  basis  in  the 
statute  for  such  a  blanket  exemption. 
The  Agency  agrees  with  these 
comments,  and  has  revised  the 
regulation  to  make  the  exemptions  more 
specific. 

Date  Upon  Which  Various  Kinds  of 
Registration  Decisions  are  Based 

In  the  past  the  Agency  has,  for  the 
most  part,  required  an  applicant  to 
comply  with  the  data  requirements 
either  by  submitting  data  he  generated 
or  by  citing  specific  items  of  data 
already  in  Agency  files.  The  Agency's 
position  was  that  it  would  “consider”  an 
item  of  data  only  if  the  applicant 
requested  that  the  Agency  consider  that 
speciHc  item.  If  several  studies 
concerning  the  same  subject  were  in  the 
Agency's  files,  the  applicant 
theoretically  could  choose  which  ones 
he  desired  the  Agency  to  “consider.” 

EPA  no  longer  will  allow  this  “pick- 
and-choose”  approach,  instead,  the 
agency  is  moving  toward  an  approach 
which  will  require  the  Agency  to 
consider,  and  the  applicant  to  rely  on, 
all  available  data  which  are  pertinent  to 
the  registrability  of  a  particular  product 
Use  of  this  new  approach  will  be 
required  ii^ediately  for  some  kinds  of 
applications.  For  others,  applicants  will 
have  the  option  of  either  using  the  new 
“cite-all”  method  or  relying  on  data  they 
have  submitted  themselves.  There 
follows  a  discussion  of  how  data  will  be 
reviewed,  and  the  methods  for 
complying  with  FIFRA  section  3(c)(1)(D). 


A.  Unconditional  registration  under 
FIFRA  section  3(c)(5). 

As  stated  in  40  CFR  162.7(d)  (as 
amended  by  another  document  in  this 
issue  of  the  Federal  Register),  the 
Agency  will  grant  unconditional 
registrations  under  FIFRA  section  3(c)(5) 
only  when  it  is  satisfied  that  the  data 
submitted  or  cited  are  sufficient  to 
support  a  finding  of  no  unreasonable 
adverse  effects  for  each  of  the  product's 
intended  uses.  This  will  involve  Agency 
determinations  that  all  required  data 
have  been  submitted,  that  all  available 
data  have  been  reviewed,  and  thatlhe 
beneHts  of  registration  outweigh  the 
risks. 

Such  in-depth  data  reviews  will 
normally  be  done  by  the  Agency  as  Part 
of — 

— ^Preparation  of  generic  standards, 
each  covering  all  types  of  products 
containing  a  particular  active  ingredient; 

— ^RPAR  reviews  under  §  162.11;  and 

— ^Reviews  of  applications  for 
registration  of  products  containing 
active  ingredients  not  contained  in  any 
currently-registered  product. 

By  themselves  these  three  kinds  of 
review  processes  could  usefully  occupy 
more  scientiHc  resources  than  the 
Agency  now  has  available  in  the 
pesticides  program.  It  is  important  that 
the  Agency  be  able  to  use  its  resources 
in  an  efficient  manner  and  to  be  able  to 
plan  their  use  in  advance  so  it  can 
devote  the  earliest  attention  to 
pesticides  which  most  urgently  need 
review.  It  is  also  important,  therefore,  to 
avoid  using  resources  for  unschedulable, 
ad  hoc  reviews  of  portions  of  the  data 
base  concerning  any  one  chemical. 

The  Agency  has  also  concluded  that  it 
would  be  improper  as  a  matter  of 
scientific  logic  to  operate  a  registration 
process  geared  to  making  unconditional 
section  3(c)(5)  findings  on  risks  and 
benefits  while  deliberately  ignoring 
pertinent  data  which  the  applicant  did 
not  choose  to  have  the  Agency  review. 

In  comments  on  a  draft  version  of  this 
regulation,  some  persons  argued  that 
language  in  section  3(c)(l)(D)'s 
introductory  phrase  suggests  that  the 
statute  does  not  allow  the  Agency  to 
required  applicants  for  unconditional 
registration  to  acknowledge  reliance  on 
ail  pertinent  data  in  Agency  files.  The 
introductory  phase  states  that  each 
applicant  for  registration  shall  file  with 
the  Administrator  an  application  which 
includes: 

if  requested  by  the  Administrator,  a  full 
description  of  the  tests  made  and  the  results 
thereof  upon  which  the  claims  are  based,  or 
alternatively  a  citation  to  data  that  appears 
in  the  public  literature  or  that  previously  has 


been  submitted  to  the  Administrator  and  that 
the  Administrator  may  consider  in 
accordance  with  [section  3(c)(l)(D)(i)  and  (ii)] 

•  *  • 

The  conunenters  argue  that  this 
language  means  that  an  applicant  has 
the  option  of  submitting  all  required 
data  himself  or  instead  relying  on 
previously-submitted  data. 

These  comments  appear  to  be 
premised  on  the  idea  that  if  the  Agency 
has  specified  (in  data  guidelines  or 
elsewhere)  the  minimum  number  of  tests 
for  various  toxic  effects  that  must  be 
conducted,  and  the  applicant  has 
furnished  test  reports  complying  with 
those  minimums,  and  showing  no 
unreasonable  adverse  effect,  then  the 
Agency  should  unconditionally  register 
the  product  based  solely  on  the  data 
submitted,  even  though  other  pertinent 
data  are  available.  What  this  premise 
overlooks  is  that  the  Agency,  for  good 
reason,  is  unwilling  to  confine  its  section 
3(c)(5)  review  to  what  the  applicant 
presents  if,  in  fact,  a  broader  range  of 
data  exist.  In  toxicity  testing,  for 
instance,  the  issue  often  is  not  merely 
whether  a  pesticide  causes  a  particular 
toxic  effect  or  how  toxic  the  pesticide  is. 
but  also  how  certain  we  are  of  the 
validity  of  a  set  of  findings.  If  a  second  , 
test  of  a  pesticide  for  some  toxic  effect 
produces  results  which  corroborate  the 
findings  of  an  earlier  test,  each  set  of 
test  results  gains  credibility  from  the 
other.  On  the  other  hand,  if  the  second 
test  results  are  significantly  different  (as 
is  not  uncommon  in  some  kinds  of 
toxicity  testing),  careful  review  is 
required  to  attempt  to  explain  the 
differences  and  to  decide  what  the 
Agency's  position  should  be.  Thus,  the 
more  data  of  a  given  type  there  are  for 
comparison,  the  more  confident  the 
Agency  can  be  that  its  regulatory 
decision  is  sound. 

Moreover,  the  quoted  portion  of 
section  3(c)(1)(D)  does  not  direct  the 
Agency  to  grant  a  section  3(c)(5) 
registration  based  on  consideration  of 
less  than  all  the  available  pertinent 
data,  nor  do  we  believe  Congress  would 
desire  this.  We  read  the  language  in 
question,  rather,  as  a  Congressional 
recognition  that  in  some  cases  (e.g., 
application  for  registration  of  products 
containing  newly  discovered  active 
ingredients)  the  on/y  available  data  are 
those  which  the  discoverer  submits  with 
his  application,  and  that  in  such  a  case 
the  applicant  must  submit  “a  fu/I 
description  of  the  tests  made  and  the  ! 
results  thereof  upon  which  the  claims  | 
are  based”  (emphasis  added).  This  | 
phrase  appeared  in  the  1947  FIFRA.  and 
was  retained  in  the  1972  FIFRA  j 

amendments.  A 1972  Report  of  Senate  j 
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Committee  on  Agriculture  and  Forestry 
said,  in  rejecting  a  proposed  amendment 
to  this  language: 

The  major  purpose  of  the  act  is  to  protect 
the  public  from  pesticides  which  are  not 
efficacious  or  which  endanger  health  or  the 
environment.  The  Administrator  should  be 
able  to  request  and  obtain  a  full  description 
of  the  tests  upon  which  claims  for  the 
pesticide  are  based.  He  should  not  be 
restricted  to  such  tests  as  the  applicant  may 
choose  to  offer.'  There  should  be  no  question 
dbout  this.  The  Administrator  must  make  a 
decision,  which  is  subject  to  judicial  review, 
on  the  basis  of  the  information  available  to 
him.  For  the  protection  of  the  public  and  as  a 
simple  matter  of  reasonable  administration, 
all  relevant  information  should  be  available 
to  him. 

S.  Rep.  No.  92-838,  92d  Cong.,  2d  Sess., 
Supplement  p.  34  (October  3, 1972). 

It  would  be  ironic  indeed  if  this  same 
“full  description”  language  \yere  to  be 
transformed  into  a  justification  for 
obtaining  unconditional  registration  on 
the  basis  of  some  portion  of  the 
available  data  chosen  by  the  applicant. 

What  is  newly  added  (by  the  1978 
amendments)  to  the  introductory  portion 
of  section  3(c)(l)(D]  is  the  language 
concerning  support  of  applicatons  by 
citation  of  data.  EPA  does  not  believe 
this  new  language  was  added  because 
Congress  wished  to  affect  the  scope  of 
the  scentific  review  EPA  should  conduct 
in  connection  with  section  3(c)(5) 
registrations.  EPA  believes  instead  that 
Congress  intended  it  as  a  way  of 
acknowledging  that  most  applications 
do  in  fact  rely  on  previously-submitted 
data,  and  indicating  clearly  that  such 
reliance  is  subject  to  the  immediately 
following  provisions  on  “exclusive  use” 
(section  3(c)(l)[D)(i))  and  data 
compensation  (section  3(c)(l)(D)(ii)). 

There  remains  for  resolution  the  issue 
of  just  which  data  are  scientifically 
pertinent  to  a  given  application  for 
registration.  With  respect  to 
manufacturing-use  products,  it  is  clear 
that  any  data  from  tests  concerning  the 
safety,  properties,  or  behavior  of  the 
active  ingredient  of  one  such  product 
generally  would  be  scientihcally 
pertinent  to  EPA’s  consideration  of  the 
registrability  of  any  other  such  product 
having  the  same  active  ingredient.  The 
only  exception  to  this  statement  would 
arise  if  the  Agency  were  to  allow  a 
product  to  be  registered  under  FIFRA 
section  3(c)(5)  for  use  in  manufacturing 
end-use  products,  with  restrictions  as  to 
the  use  patterns  that  could  appear  on 
the  label  of  any  end-use  product  made 
from  that  particular  manufacturing-use 
product.  EPA  is  considering,  but  has  not 
yet  adopted,  such  an  option.  ,  . , 

In  the  case  of  end-use  products, 
however,  the  issue  of  scientihc 


pertinence  of  particular  items  of  data  is 
a  good  deal  more  complex.  Some  types 
of  tests  must  be  performed  using  the 
particular  formulated  product  as  the  test 
substance,  because  the  product’s 
toxicity,  efficacy,  or  environmental 
behavior  may  depend  not  only  on  the 
product's  active  ingredient,  but  also  on 
the  nature  and  relative  amounts  of  the 
various  deliberately-added  inert 
ingredients  that  the  particular  product 
contains.  Accordingly,  data  from  test  of 
end-use  product  A  may  not  be  pertinent 
to  the  registrability  of  end-use  product 
B,  even  though  both  products  are 
intended  to  be  used  in  the  same  way 
and  contain  the  same  amounts  of  the 
same  active  ingredients.  Of  course,  if 
products  A  and  B  are  sufficiently  similar 
in  composition,  the  product  A  data  may 
be  pertinent  to  product  B's  registrability. 

Further  complicating  the  matter  is  the 
fact  that  the  formula  of  an  end-use 
product  on  file  with  the  Agency 
normally  would  be  entitled  to 
confidential  treatment  (with  certain 
exceptions).  Thus,  EPA  normally  could 
not  disclose  the  indentities  or 
percentages  of  product  A’s  deliberately- 
added  inert  ingredients  to  the  person 
seeking  to  register  product  B.  There  thus 
would  be  no  simple  method  for  an 
applicant  to  unilaterally  determine 
which  if  any  end-use  product  data 
submitted  by  other  firms  may  be 
scientifically  pertinent  to  his 
application. 

EPA  will  deal  with  this  problem  of 
end-use  product  data  pertinence  in 
establishing  its  system  of  generic 
standards  for  reregistration  and 
registration  under  FIFRA  section  3(c)(5). 

B.  Conditional  registration  under  FIFRA 
section  3(c)(7) 

The  other  type  of  registration  the 
Agency  is  au^orized  to  issue  is 
conditional  registration  under  FIFRA 
section  3(c)(7).  Issuance  of  conditional 
registrations  is  not  required  by  the 
statute,  but  is  within  the  Administrator’s 
discretion  subject  to  the  restrictions  in 
section  3(c)(7).  Conditional  registrations 
will  be  issued  on  the  following  basis: 

(1)  Registrations  under  section 
3(c)(7)(A)  for  products  whose 
composition  and  proposed  uses  are 
identical  or  substantially  similar  to 
already-registered  products,  or  which 
differ  only  in  ways  which  would  not 
significantly  increase  the  risk  of 
unreasonable  adverse  effects  on  the 
environment: 

In  considering  applications  of  this 
type,  the  Agency  will  actually  review 
only  those  data  necessary  to  establish 
that  the  product’s  composition  and 
proposed  uses  would  not  significantly 


increase  the  risk  of  unreasonable 
adverse  effects  on  the  environment. 
(Under  FIFRA  sectimi  3(c)(7)(A),  the 
risks  posed  by  already-registered  uses 
are  considered  as  “givens.”  Other 
procedures  are  available  for  evaluating 
whether  those  risks  are  acceptable,  e.g., 
reregistration,  RPAR  proceedings, 
suspension,  cancellation;  and 
classification.)  This  incremental-risk 
review  will  involve  examination  of  the 
identity  and  amount  of  the  product’s 
active  ingredients  and  the  type  of 
formulation  (e.g.,  granular)  in 
comparison  to  other  products, 
evaluation  of  the  risks  that  the  product’s 
inert  ingredients  may  pose,  and 
evaluation  of  the  incremental  risks 
posed  by  the  proposed  uses.  If  no 
significant  increase  in  risk  is  found,  the 
product  will  be  deemed  registrable 
under  section  3(c)(7)(A). 

Section  3(c)(7)(A)  requires  an 
applicant  to  submit  or  cite  “such  data  as 
would  be  required  to  obtain  registration 
of  a  similar  pesticide  under  [section 
3(c)(5)].”  The  legislative  history’  makes 
it  clear  that  this  requirement  was 
incorporated  to  protect  the  economic 
rights  of  original  data  submitters  under 
section  3(c)(1)(D). 

As  discussed  above,  an  applicant  for 
a  section  3(c)(5)  registration  of  a 
technical-grade  or  manufacturing-use 
product  would  be  required  to 
acknowledge  reliance  on  all 
scientifically-pertinent  data. 
Accordingly,  an  applicant  for  a  section 
3(c)(7)(A)  conditional  registration  must 
do  the  same. 

Applicants  seeking  to  register  (or 
amend  the  registration  of)  an  end-use 
product  under  section  3(c)(7)(A)  can  also 
satisfy  their  section  3(c)(l)(D)(ii) 
obligation  by  acknowledging  their 
reliance  on  all  scientifically-pertinent 
data.  The  Agency  recognizes,  however, 
that  there  are  considerations  favoring  an 
alternative  method  of  complying  with 
section  3(c)(1)(D)  for  persons  seeking  to 
conditionally  register  or  amend 
registration  of  end-use  products.  'The 
problem  of  establishing  just  which  data 
are  pertinent  to  end-use  product 
registrations  has  already  been 
mentioned.  In  addition,  the  Agency  has 
considered  the  transaction  costs  of  using 
the.  cite-all  approach  (costs  of 
identifying  data  submitters,  making 
required  compensation  offers,  and 
negotiating  or  arbitrating  disputed 
matters).  ’Diese  costs  generally  would 
be  proportionate  to  the  number  of  data 

'  See  Report  to  Accompany  S.  1678,  Report  No. 
95-334,  Senate  Committee  on  Agriculture,  Nutrition, 
a  Forestry,  9Sth  Cong..  Ist  Sess..  July  6. 1977  at  20- 
21:  Report  to  Accompany  H.R.  8681.  Report  No.  95- 
663.  House  Committee  on  Agriculture,  95th  Cong., 

1st  Sess.,  October  5. 1977,  at  28. 
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submitten  an  applicant  would  have  to 
deal  with.  Because  relatively  large 
numbers  of  persons  have  submitted  data 
to  suppml  end-uae  product  registrations, 
transaction  costs  for  registration  of 
these  products  under  the  dte-all  method 
could  be  high-  In  contrast,  only  a  few 
persons  will  have  submitted  data 
concerning  the  safety  of  any  particular 
active  ingi^ient,  and  transaction  costs 
would  be  correspondingly  low  for 
manufacturing-use  product  registrations. 

Because  of  these  problems,  which  are 
peculiar  to  applicants  for  ccmditional 
registration  of  end-use  products,  EPA  is 
providing  in  §  162.9-8  an  alternate 
method  C^ich  many  of  these  applicants 
may  dioose  to  use.  An  applicant  using 
the  alternate  method  of  supporting  an 
application  will  not  be  required  to 
acknowledge  reliance  on  all  the  data  in 
EPA's  files  which  ultimately  might  prove 
to  be  relevant  to  the  merits  of  his 
application.  Instead,  the  applicant  may 
provide  a  copy  of  all  data  necessary  to 
satisfy  the  minimum  requirements  for 
data  pertaining  to  the  safety,  efficacy, 
and  other  properties  of  his  own  product 
(as  these  requirements  are  specified  in 
the  Registration  Guidelines  or  by 
instructions  to  the  applicant),  including 
both  old  and  new  uses,  and  may  direct 
EPA  not  to  consider  other  data  in 
support  of  the  application  (except  data 
which,  under  FIFKA  section  3(c)(2)(D), 
may  be  considered  without  regard  to 
section  3(c)(1)(D).  If  EPA  concludes  diat 
the  application  cannot  be  approved  on 
that  basis,  the  application  will  be 
denied,  unless  the  applicant  chooses  to 
withdraw  the  application  or  to  amend  it 
to  acknowledge  reliance  on  all 
information  in  the  Agency’s  files. 

To  qualify  for  the  alternate  method  of 
support,  the  data  the  applicant  submits 
must  be  derived  from  tests  performed  on 
the  applicant's  own  product  (in  the 
precise  formulation  for  which  approval 
is  sought)  or  on  another  product  of 
identical  composition.  Results  from  tests 
on  similar  but  unidentical  formulations 
will  not  be  acceptable,  because  to 
accept  such  results  would  require 
further  and  complicated  evaluations  of 
scientific  pertinence.  The  test  data  that 
will  be  required  will  vary  according  to 
the  type  of  product  and  its  use  pattern.  . 
but  generally  will  cover  acute 
mammalian  toxicity,  some  aspects  of 
environmental  chemistry  and  fish  and 
wildlife  toxicity,  and  pr^uct  chemistry. 

This  alternate  method  of  supporting 
an  application  can  be  used  by  ad 
persons  who  desire  to  conditionally 
register  (or  conditionally  amend  the 
registration  of)  an  end-use  product  it 
can  only  be  used,  however,  to  satisfy 
those  data  requirements  pertaining  to 


the  properties,  safety,  or  efficacy  of  the 
formulated  product  itself.  To  the  extent 
that  an  applicant  is  not  exempted  by 
FIFRA  section  3(c)(2KD)  from  submitting 
or  citing  data  pertaining  to  the  safety  of 
one  or  more  of  the  product’s  active 
ingredients,  the  applicant  must 
ai^owledge  his  reliance  on  all 
available  data  concerning  the  safety  of 
each  such  active  ingredient,  by  the 
meauris  set  out  in  40  CFR  162.9-4  and 
162.9-5. 

Many  end-use  products,  however, 
derive  their  active  ingredients  solely 
from  other  registered  products 
purchased  by  the  formula  tor  from  other 
producers.  Applicants  seeking 
registration  of  such  products  could 
comply  with  section  3(c)(1)(D)  merely  by 
use  of  the  alternate  procedure  set  out  in 
40CFRl62.9-a 

(2)  Amending  registrations  under 
section  3(cX7)(B)  to  add  previously- 
unregistered  uses:  The  Agency  will 
actually  review  only  those  data  which 
are  necessary  to  determine  whether  the 
proposed  new  use  would  significantly 
increase  the  risk  of  unreasonable 
adverse  effects.  Normally,  we  will  not 
review  previously-submitted  data  which 
pertain  to  the  risk  posed  by  already- 
registered  uses.  For  purposes  of 
determining  the  significance  of  the 
incremental  risk  posed  by  the  new  use. 
the  risk  posed  by  "old”  uses  again  will 
be  regarded  as  a  “givra.” 

FIFRA  section  3(c)(7)(B),  like  section 
3(cK7KA),  indicates  that  for  data 
compensation  purposes,  an  applicant 
must  submit  or  cite  ail  data  required  to 
obtain  registration  of  a  similar  pesticide 
under  section  3(cK5),  and  states  that  this 
includes  data  “other  than  data 
pertaining  to  the  proposed  additional 
use.”  The  Agency  interprets  this  as 
meaning  that  the  data  upon  which  the 
applicant  must  rely  for  3(c)(1)(D) 
purposes  are  the  data  requir^  to  obtain 
a  section  3(c)(5)  registration  of  a  new 
product  with  uses  identical  to  all  uses 
(old  and  new)  that  the  applicant's 
product  will  have  if  the  request  for  the 
amendment  is  approved. 

Applicants  for  registration  under 
section  3(cK7KB)  will  satisfy  their 
section  3(c)(lKD)  obligations  in  the 
same  manner  as  applicants  for  section 
3(c)(7)(A)  applicants.  Any  applicant  may 
ackrowledge  reliance  on  all  pertinent 
data.  Applicants  seeking  to  add  new 
uses  to  registered  end-use  products  may 
instead  use  only  the  alternate  method 
described  in  40  CFR  162.9-6.  Af^licants 
for  amendments  of  other  end-uim 
product  registrations  asay  use  the 
alternate  method  with  respect  to  data 
requirements  applicable  to  the 
properties,  safety  and  efficacy  of  the 


end-use  product  itself,  but  must 
acknowledge  reliance  on  all  data 
pertinent  to  safety  of  active  ingredients 
to  the  extent  that  FIFRA  section 
3(c)(2)(D)  does  not  exempt  the  applicant 
from  this  requirement 

Method  of  Acknowledging  Reliance  on 
Data 

Under  the  regulations  adopted  here, 
the  method  of  acknowledging  reliance 
on  data  to  be  used  depends  on  whether 
the  product’s  active  ingredients  have  or 
have  not  been  covered  by  a  published 
generic  standard.  If  such  a  standard  has 
been  issued  for  an  active  ingredient  all 
the  data  which  forms  the  basis  for  the 
standard  will  be  listed  in  a  bibliography 
that  is  part  of  the  standard  itself: 
applicants  will  merely  have  to  indicate 
that  they  r^y  on  all  data  listed  in  that 
bibliography  (or  on  those  portions  of  the 
bibliography  pertinent  to  the  uses  for 
which  the  product  will  be  labeled). 
However,  no  generic  standards  have  yet 
been  completed. 

In  other  cases  (except  to  the  extent 
that  the  alternate  method  described  in 
§  162.9-8  is  used)  the  applicant  is 
required  to  state  that  his  application  is 
based  on  (and  that  any  resulting 
registration  or  amended  registration 
should  be  regarded  as  if  it  were  based 
on  the  Administrator's  actual  review  of) 
the  following  categories  of  data: 

(1)  All  data  actually  submitted  or 
specifically  cited  by  the  applicant  in 
support  of  the  application:  and 

(2)  All  other  data  in  the  Agency’s  files 
which  would  be  pertinent  to  the 
registrability  of  the  applicant's  product 
(with  the  uses  appearing  on  the  labeling 
for  which  applicant  seeks  approval)  if 
EPA  were  to  conduct  a  full  scientific 
review  of  the  registrability  of  that 
product  and  its  uses  under  FIFRA 
section  3(c)(5)  (whether  or  not  such  a 
review  actually  is  conducted  in 
connection  with  the  particular 
application). 

The  lack  of  a  listing,  in  such  an 
api^icatUm.  of  all  the  individual  studies 
of  data  upon  which  the  registration 
“rehes”  should  be  of  no  concern  to  the 
original  submitters  of  the  data  relevant 
to  the  registration  action.  Original  data 
submitters  know  (or  should  luoow) 
which  data  they  Imve  submitted.  Once 
they  know  what  active  ingredients  a 
product  contains  and  what  its  uses  are, 
they  can.  by  reference  to  the  Agency's 
data  requirements,  determine  whether 
any  of  their  data  are  relevant  to  the 
Agency's  decision  to  roister  the 
piquet 

Over  the  next  several  months  the 
Agency  will  publish  listings  which 
describe  the  kinds  of  data  the  Agency 
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considers  to  be  pertinent  to  registration 
decisions  on  various  kinds  of  pesticides 
and  their  more  common  uses.  These 
listings  will  be  based  primarily  on  the 
data  guidelines  published  as  proposed 
rules  (see  43  FR  29686,  July  10, 1978,  and 
43  FR  37336,  August  22, 1978).  Listings  of 
this  type  should  be  helpful  to  parties  in 
negotiation  or  arbitration  proceedings. 

Some  persons  have  commented  that 
applicants  would  be  required  to  offer  to 
pay  for  a  set  of  data,  the  scope  and 
value  of  which  are  not  known  to  the 
applicant  at  the  time  registration  is 
granted  and  the  obligation  to  pay 
compensation  becomes  fixed.  This,  they 
say,  makes  it  impossible  for  them  to 
know  whether  the  compensation 
payable  will  be  too  large  to  justify  their 
entry  into  the  market.  There  are  several 
ways  by  which  the  applicant  may 
reduce  or  eliminate  this  uncertainty. 
First,  he  may  consult  the  Agency's  data 
catalogs.  Although  the  listings  are  not 
complete,  a  considerable  body  of 
information  is  available  and  the 
applicant  can  learn  much  about  what 
data  the  Agency  has  on  file.  Second, 
instead  of  hrst  obtaining  a  registration 
and  later  negotiating,  he  can  first 
contact  the  tirms  that  have  submitted 
data  to  EPA  concerning  his  product’s 
active  ingredients,  and  negotiate 
compensation  matters  prior  to  actually 
seeking  registration. 

The  Agency  believes  that  many  firms 
in  the  pesticide  business  will  And  it 
advantageous  to  enter  into  broad,  long¬ 
term  negotiated  agreements  concerning 
the  use  of  data,  thereby  eliminating  or 
reducing  the  need  for  application- 
specific  negotiations. 

A  third  way  that  an  applicant  can 
reduce  or  eliminate  uncertainty 
concerning  the  compensation  payable  is 
by  obtaining  a  decision  under  the 
arbitration  provisions  of  section 
3{c)(l)(D)(ii),  before  the  registration 
issues.  This  could  be  accomplished  by 
furnishing  the  listed  data  submitters  a 
notification  of  intent  to  rely  on  data  and 
an  offer  to  pay  compensation,  either 
well  before  the  application  to  the 
Agency  is  made  or  after  application  is 
made  but  before  the  registration  issues. 
If,  within  the  90-day  period  after  the 
data  submitter  receives  such  a  notice, 
the  parties  are  unable  to  reach 
agreement,  either  party  may  request  a 
decision  by  an  arbitrator.  The  statute 
does  not  state  or  imply  that  this  90-day 
period  may  commence  onlynipon  the 
Agency’s  receipt  of  an  application  for 
registration.  The  statute  and  its 
legislative  history  contemplate  that  in 
some  cases  the  arbitration  decision  will 
precede  the  issuance  of  a  registration, 
and  that  the  duty  to  pay  compensation 


fixed  by  arbitration  awards  will  be 
contingent  upon  the  issuance  of  the 
registration  in  question. 

Of  course,  if  an  applicant  seeks  to  Ax 
the  amoimt  and  terms  of  compensation 
prior  to  registration,  in  some  cases  he 
may  have  to  disclose  to  the  original  data 
submitterjs)  the  proposed  uses  of  the 
product  in  question  well  before 
registration,  in  order  that  the  parties  can 
determine  which  data  are  pertinent  to 
the  application.  Some  applicants  may 
wish  to  avoid  disclosing  such 
information  at  that  stage. 

It  should  be  noted  that  an  applicant 
may  have  no  duty  to  actually  pay 
compensation  for  much  of  the  data  upon 
which  an  application  is  based.  The 
statute  places  in  the  non-compensable 
category  all  data  submitted  to  the 
Agency  or  its  predecessors  prior  to 
January  1, 1970  (and  all  data  dubmitted 
more  than  15  years  before  the  approval 
of  the  application  in  question,  although 
this  provision  will  be  meaningful  only 
after  January  1, 1985).  Moreover,  the 
only  data  for  which  compensation  is  due 
are  those  which  were  submitted  by 
applicant  or  registrant,  to  support  an 
application  for  registration, 
reregistration,  or  amendment  of  a 
registration  to  add  new  uses,  to  support 
an  application  for  an  experimental  use 
permit,  or  to  satisfy  a  requirement 
imposed  by  the  Administrator.  See  also" 
the  discussion  in  the  following  section  of 
FIFRA  section  3(c)(2)(D).  Finally,  the 
Agency  assumes  that  arbitration 
decisions  will  not  award  compensation 
in  cases  where  the  data  submitter 
incurred  no  expense  in  developing  (or 
acquiring  rights  to)  the  data  (see 
Conference  Report  on  the  FPA,  S.Rep. 
No.  95-1188,  95th  Cong.,  2d  Sess., 
September  12, 1978,  at  29). 

An  applicant  who  chooses  to  use 
solely  the  alternate  method  of 
supporting  his  application  set  forth  in 
§  162.9-8  will  submit  copies  of  data 
sufAcient  to  satisfy  the  minimum 
requirements  for  unconditional 
registration  of  his  product,  and  will 
direct  the  Agency  to  consider  as 
supporting  his  application  only  those 
data,  plus  the  data  pertaining  to  the 
safety  of  the  active  ingredients  which 
are  exempt  from  compensation  under 
FIFRA  section  3(c)(2)(D). 

Nature  of  the  Offer  to  Pay 
Compensation 

Once  there  is  an  identiAcation  of  the 
data  which  are  relevant  to  the  Agency’s 
decision  to  approve  a  registration,  the 
statute  itself  is  quite  clear  regarding  the 
persons  who  may  be  eligible  to  receive 
compensation  and  regarding  the  data 
which,  despite  their  relevance,  are  not  ' 


compensable.  The  Agency  expects  that 
the  Federal  Mediation  and  Conciliation 
Service  will  issue  rules  under  which  the 
amount  of  compensation,  the  terms  of 
payment,  and  related  matters  are  to  be 
determined  by  arbitration  if  parties 
cannot  agree. 

Accordingly,  the  Agency’s 
responsibility  simply  is  to  ensure  that 
the  oi^er  to  pay  compensation  which 
accompanies  the  application  for 
registration  is  as  broad  as  the  law 
requires.  The  regulation  requires  each 
application  to  include  the  following 
statement: 

[Name  of  applicant]  hereby  offers  and 
agrees  to  pay  compensation  to  other  persons, 
with  regard  to  the  approval  of  this 
application,  to  the  extent  required  by  section 
3(c)(1)(D)  of  the  Federal  Insecticide, 

Fungicide  and  Rodenticide  Act,  as  amended, 
7U.S.C.  §136a(c)(l)(D), 

The  inclusion  of  a  generalized  offer  to 
pay  compensation  in  the  application 
itself  will  ensure  that  even  if,  for 
whatever  reason,  the  applicant  fails  to 
furnish  a  data  submitter  with  an  offer  to 
pay  compensation  that  should  have 
been  furnished,  the  obligation 
contemplated  by  the  statute  will  still 
exist. 

An  applicant  who  uses  the  §  162.9-8 
alternate  method  of  support  still  must 
submit  the  generalized  offer  to  pay 
compensation  with  his  application,  in 
order  to  protect  any  rights  that  other 
data  submitters  may  have  with  respect 
to  data  the  applicant  has  relied  on. 

NotiAcation  of  Data  Submitters  by 
Applicant 

A.  Applications  concerning  products 
with  active  ingredients  for  all  of  which 
a  final  generic  standard  has  been 
published.  The  generic  standard  will  list 
the  data  upon  which  the  standard  is 
based,  and  the  identify  of  the  original 
data  submitters.  A  registration  or 
reregistration  will  be  issued  only  if  the 
applicant  states  he  has  furnished  a 
compensation  offer  to  each  such 
submitter  of  any  item  of  data  (except  for 
data  submitted  before  1970,  and  data 
with  respect  to  which  the  applicant  and 
the  original  submitter  have  reached 
written  agreement  permitting  the 
applicant’s  use  of  the  data  to  support  the 
application). 

B.  Applications  concerning  products 
with  active  ingredients  for  which  a  final 
generic  standard  has  not  been 
published. 

(1)  Applicants  who  have 
acknowledged  reliance  on  all  pertinent 
data.  The  Agency  will  prepare  and 
publish  a  listing  called  “Pesticide  Data 
Submitters  by  Chemical,’’  which  will 
consist  of  a  computer  scan  of  the 
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Agency’s  so-called  *Xevel  2'*  data 
catalog,  by  active  ingredient  for  names 
of  companies  which,  according  to  the 
computerized  data  base,  have  submitted 
any  item  of  data  pertaining  to  each 
particular  active  ingredient.  This 
publication  will  be  available  for  use  by 
applicants,  and  will  be  updated 
periodically. 

A  registration  will  be  issued  only  if 
the  applicant  has  furnished  to  the 
Agency  a  certification  that  he  has 
examined  this  listing,  and  that  he  has 
furnished  a  compensation  offer  to  all 
persons  listed  as  the  original  submitters 
of  the  data  pertaining  to  each  of  the 
active  ingredients  this  product  contains. 
(Compensation  offers  need  not  be  sent, 
of  course,  to  any  person  with  whom  the 
ai^licant  already  has  reached  written 
agreement  concerning  the  amount  and 
terms  of  payment  of  compensation 
payable  with  regard  to  approval  of  the 
application.) 

The  compensation  offer  die  applicant 
is  to  furnish  the  original  data 
submitterfs)  prior  to  registration  must 
include  the  name  of  the  applicant’s 
product  identification  of  eadi  of  its 
active  ingredients,  its  intended  uses,  the 
applicant’s  name,  address,  and 
telephone  number,  a  statement  that  the 
applicant  offers  to  pay  compensation  as 
required  by  FIFRA,  and  an  offer  to 
commence  negotiations  with  the  data 
submitter. 

The  applicant’s  certification 
concerning  the  compensation  offers  he 
has  made  to  ori^nal  data  submitters 
may  accompany  the  application  when  it 
is  ^t  sent  to  EPA.  or  the  applicant  may 
instead  furnish  it  later.  However,  no 
application  to  whidi  the  requirement 
applies  will  be  approved  until  the 
applicant's  certification  has  been 
received. 

The  EPA  modified  FIFRA  section 
3(c)(2)  by  adding  a  new  subparagraph 
(D).  which  states: 

No  applicant  for  registration  of  a  pesticide 
who  proposes  to  purdiase  a  registered 
pesticide  horn  another  producer  in  order  to 
formulate  such  purchas^  pesticide  into  an 
end-use  product  shall  be  required  to — 

(i)  submit  or  cite  data  pertaining  to  the 
safety  of  such  purchased  product  or 

(ii)  offer  to  pay  reasonable  compensation 
otherwise  required  by  paragraph  (1)(D)  of  this 
section  for  the  use  of  any  such  data. 

This  provision  dearly  relieves  certain 
applicants  of  the  duty  to  offer  to  pay.  or 
pay,  for  certain  data  for  which 
compensation  mi^t  otherwise  be  owed. 
At  the  present  time,  however,  EPA’s 
data  catalogs  are  not  complete  enough 
to  allow  an  applicant  to  ascertain 
whether  or  not  a  particular  original  data 
submitter  has  submitted  only  data 


which  pertain  solely  to  “the  safety  of  [a 
particidar]  purdiased  product."  Wliethcr 
or  not  this  provision  exempts  an 
applicant  from  a  duty  to  actually  pay 
compensation  to  a  particular  data 
submitter  can  best  be  determined  by 
asking  the  submitter  what  kinds  of  data 
he  submitted.  EPA  advises  applicants 
not  to  rely  on  FIFRA  section  ^cH2)(D) 
as  an  exemption  fiom  the  requirement 
that  offers  to  pay  compensation  must  be 
furnished  to  each  person  who  is  listed  in 
the  pertinent  portion  of  the  Listing  of 
Pesticide  Data  Submitters. 

(2)  Applications  using  the  alternate 
method  of  support  described  in  {  1^.9- 
8:  We  expect  Aat  few  ajylicants  using 
solely  this  method  of  satisfying  FIFRA 
secticm  3(cKl)(D)  will  have  any  duty  to 
offer  to  pay  compensation  to  (^er  data 
submitters,  because  in  most  cases  the 
data  upon  which  the  applicant  relies 
will  have  been  generated  by  the 
applicant  himself  or  by  someone  who 
has  already  consented  to  the  applicant’s 
use  of  the  data  to  support  the 
application.  (We  exp^  this  because  the 
data  must  be  derived  from  tests  using 
the  applicant’s  own  product,  or  a 
product  of  identical  composition  as  the 
substance  tested.) 

However,  it  is  conceivable  that  an 
applicant  using  this  method  may  rely  on 
“compensable"  data  originally 
submitted  by  a  firm  siddch  has  not 
consented  to  its  use  by  the  applicant.  To 
the  extent  the  applicant  knows  of  this, 
FIFRA  section  3(c)(1)(D)  requires  him  to 
offer  to  compensate  the  original  data 
submitter.  If  the  applicant  does  not 
know  the  data  is  “compensable"  or  does 
not  know  who  originally  submitted  it  to 
EPA.  he  need  not  offer  to  compensate 
for  its  use  unless  the  original  data 
submitter  contacts  him. 

An  applicant  who  uses  the  §  162.9-8 
method  of  support  but  whose  product 
contains  any  active  ingredient  other 
than  ones  derived  from  purchased, 
registered  pesticide  products  must 
comply  with  §S  162.9-4  and  162.9-5 
insofar  as  each  such  active  ingredient  is 
concerned.  Thus  if  a  formulator/ 
applicant  intends  to  buy  fiY)m  another 
person  a  registered  technical-grade 
product  containing  active  ingredient  A, 
and  to  combine  it  with  another  active 
ingredient  B  which  the  formulator 
himself  produces  in  order  to  make  an 
end-use  product,  the  formulator/ 
applicant  must  send  an  offer  to  pay 
compensation  to  eadi  person  the  listing 
of  “^sticide  Data  Submitters  By 
Chemical’’  shows  as  having  submitted 
data  concerning  ingredient  B,  but  he 
need  not  send  offers  to  persons  listed  as 
having  submitted  data  concerning 
ingredient  A.  Under  FIFRA  section 


3(cK2)(D],  he  will  have  an  actual  duty  to 
pay  ctmipensation  only  for  data 
concerning  the  safety  of  ingredient  B, 
not  for  data  pertinent  only  to  the  safety 
or  efficacy  of  end-use  products 
containing  ingredient  R 

Periodic  Public  Announcement  of 
Registration  Actions 

EPA  will  publish  monthly  notices 
describing  all  registration  actions  to 
which  S§  162.9-2  through  162.9-8  apply. 
The  notices  will  be  arranged  by  active 
ingredient.  Under  eadi  active  ingredient 
wUl  appear  information  concerning  any 
product  containing  that  ingredient, 
including  the  registration  number,  the 
product  name,  and  the  registrant’s  name 
and  address.  The  approved  labels  for 
such  products  will  be  on  file  at  EPA,  and 
copies  will  be  furnished  on  request.  To 
be  placed  on  the  mailing  list  for  the 
monthly  notices,  write  to; 

Process  Coordinatioa  Branch.  Registration 
Division  (TS-767).  Environmental  Protection 
Agency,  Washington,  DC  20460. 

Perusal  of  this  listing  of  registration 
actions  will  allow  an  original  data 
submitter  to  determine  whether  or  not 
he  has  received  an  offer-to-pay  notice 
with  respect  to  each  registration  action 
involving  any  active  ingredient  for 
which  he  has  submitted  data  to  EPA.  If 
an  applicant  has  failed  to  furnish  such  a 
notice,  and  the  data  submitter  believes 
notice  should  have  been  furnished,  the 
data  submitter  can  then  contact  that 
person.  If  the  failure  was  inadvertent, 
the  parties  can  promptly  commence 
negotiations;  if  it  was  deliberate,  the 
original  data  submitter  can  inform  EPA 
of  the  circumstances  and  request  that 
EPA  initiate  summary  cancellation 
procedures  with  respect  to  the  product, 
under  amended  FIFRA  section 
3(c)(1)(D). 

Effective  Date  and  Rdated  Matters 

Although  these  regulations  differ 
significantly  from  those  proposed  in 
June  1977,  the  Agency  finds  that 
reproposal  under  5  U.S.C.  553(b)  would 
be  contrary  to  the  public  interest 
because  of  the  long  delay  that 
reproposal  would  cause  in  the  ability  of 
persons  to  obtain  pesticide  registrations 
or  to  know  the  bases  upon  which 
registration  will  be  granted.  Hie  need  to 
quickly  remedy  statutory  and 
administrative  difficulties  which  have 
nearly  halted  pesticide  registration 
activity  was  a  major  reason  for  passage 
of  the  EPA,  as  the  legislative  history  of 
the  EPA  clearly  shows.  Moreover,  a 
working  draft  of  these  regulations  was 
circulated  widely  in  October  1978,  and  a 
public  meeting  to  discuss  their  content 
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and  to  obtain  comments  was  held  in 
November  1978.  Finally,  EPA  will  revise 
these  regulations  to  the  extent 
appropriate,  as  judged  by  Agency 
experience  and  by  comments  received. 

'  A  review. will  be  conducted  in  late  1979 
to  decide  whether  revisions  are  needed. 

For  the  same  reasons,  the  Agency 
finds  good  cause  for  making  these 
regulations  effective  on  the  date  of  their 
publication  in  the  Federal  Register,  in 
accordance  with  5  U.S.C.  553(d)(3). 

The  Agency  has  received  comments  to 
the  effect  that  persons  seeking  to 
register  manufacturing-use  products 
should  also  be  able  to  obtain 
registration  by  submitting  a  complete  set 
of  data  satisfying  the  minimum 
requirements  specified  in  the 
Registration  Guidelines,  and  that  the 
Agency  should  not  in  such  a  case  refer 
to  or  rely  on  other  data  to  support  the 
application.  As  indicated  eariier  in  this 
preamble,  the  Agency's  current  thinking 
is  that  this  approach  would  unduly 
restrict  our  decision-making.  However, 
the  Agency  desires  to  receive  further 
comments  on  this  matter.  We  would 
appreciate  receiving  these  comments 
within  the  next  60  days. 

The  Agency  conducted  an  economic 
impact  analysis  of  this  regulation  and 
the  regulation  concerning  conditional 
registration  which  is  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  The  analysis  concluded  that  no 
re^atory  analysis  of  this  regulation 
would  be  required  under  Executive 
Order  12044.  Although  the  analysis  was 
completed  before  the  Agency  decided  to 
make  available  the  alternative  means  of 
complying  with  FIFRA  section  3(c)(1)(D) 
whi^  is  set  forth  in  40  CFR  162.9-^  the 
availability  of  that  alternative  cannot 
increase,  and  may  decrease,  any 
economic  impact  of  the  regulation. 
Accordingly,  the  Agency  concludes  that 
no  regulatory  analysis  of  this  regulation 
is  required. 

Statutory  Review 

I  This  regulation  was  submitted  for 
review  to  the  Agency's  Scientific 
Advisory  Panel,  which  concurs 
unanimously  in  its  promulgation.  Copies 
were  also  provided  to  the  U.S. 
Department  of  Agriculture  in 
accordance  with  FIFRA  section  25(a) 
and  to  the  appropriate  committees  of  the 
U.S.  Congress.  The  Department  of 
Agriculture  had  no  comment  on  the 
r^ulation. 

Effective  date:  May  11, 1979. 


Dated:  May  2, 1979. 

DooflMCiMlIa. 

AdminiBtiwtor. 

(Sections  3, 6,  and  25  of  FIFRA,  as  amended, 

7  U.S.C.  1 136  et  seq.) 

40  CFR  Part  162  is  amended  as 
follows: 

1. 40  CFR  §  162J2(g)  is  revised  to  read 
as  follows: 

§  162.2  Principal  statutory  provisions. 

*  •  *  «  * 

(g)  Exclusive  use  of  data;  data 
compensation.  (1)  Exclusive  use.  FIFRA 
section  3(c)(l)(D)(i)  provides  that  data 
submitted  in  support  of  an  application 
for  registration  of  a  product  containing 
an  active  ingredient  not  contained  in 
any  currently-registered  or  formerly- 
registered  product,  and  pertaining  to 
that  ingredient  (or  to  a  new  combination 
of  active  ingredients)  are  entitled  to  a 
10-year  period  of  protection, 
commencing  on  the  date  the  product  is 
first  registered.  Data  supporting 
applications  which  resulted  in 
registrations  on  or  before  September  30, 
1978,  are  not  entitled  to  this  period  of 
protection.  During  the  ten-year  period 
the  Administrator  may  not  grant  any 
application  for  registration  which  relies 
on  the  protected  ^ta  unless  the  original 
submitter  of  the  data  has  consented  in 
writing.  Data  submitted  during  the  10- 
year  period  to  support  an  application  for 
an  amendment  adding  a  new  use  of  such 
a  product  are  entitled  to  the  same  kind 
of  protection,  for  the  balance  of  the  10- 
year  period.  However,  “defensive”  data, 
i.e.,  data  which  the  Administrator  has 
required  the  applicant  to  submit  to 
maintain  a  registration,  and  data 
pertaining  solely  to  individual 
ingredients  which  were  contained  in 
products  registered  on  or  before 
September  30, 1978,  are  not  entitled  to 
such  protection. 

(2)  Dota  compensation.  FIFRA  section 
3(c)(l}(D)(ii)  requires  that  applicants 
whose  applications  rely  on  certain  data 
submitted  by  others  after  December  31, 
1969,  in  support  of  requests  for 
registration,  reregistration,  amended 
registration,  or  experimental  use 
permits,  or  to  maintain  in  effect  an 
existing  registration,  must  offer  to  pay 
compensation  to  the  original  data 
submitter.  The  statute  fu^er  provides  a 
mechanism  for  determining  the  amount 
and  terms  of  any  such  compensation. 
FIFRA  section  3(c)(2)(D)  exempts  certain 
data  from  this  compensation 
requirement  when  the  apphcant  seeks  a 
registration  action  concerning  an  end- 
use  product  produced  fit)m  a  purchased, 
registered  product  The  requirements  for 
compliance  with  FIFRA  section 


3(c)(l)(D)(ii)  and  section  3(c)(2)(D)  are 
set  for^  in  §  §  162.9-1  through  162.9-8. 

2. 40  CFR  Part  162  is  amended  by 
deleting  “S  162.9”  wherever  it  appears  in 
the  text  and  substituting  “§§  162.9-1 
through  162.9-8.” 

S  162.7  [Amended] 

3. 40  CFR  S  162.7(g)  (as  redesignated 
in  FR  Doc.  79-14535  elsewhere  in  this 
issue  of  the  Federal  Register)  is 
amended  by  deleting  the  phrase  “section 
3(c)(1)(D)  and.” 

4. 40  CIU  Part  162  is  amended  by 
deleting  the  present  section  title  for 

§  162.9  and  by  adding  new  8§  162.9-1 
through  162.9^  to  read  as  follows: 

S  162.9-1  Registration  actions  to  which 
compensation  requirements  apply. 

(a)  Unless  the  Administrator  first 
finds  that  the  applicant  has  complied 
with  §  §  162.9-2  through  162.9-8,  the 
Administrator  will  deny  any  application 
for  reregistration,  for  registration  of  a 
new  pr^uct,  or  for  an  amendment  to  an 
existing  registration,  except  as  provided 
by  paragraph  (b)  of  this  section. 

(b)  Sections  162.9-2  through  162.9-8  do 
not  apply  to  applications  to  make  only 
one  or  more  of  the  following  types  of 
amendments  to  existing  registrations, 
unless  the  Administrator  or  his  designee 
finds  that  Agency  consideration  of 
scientific  data  would  be  necessary  in 
order  to  approve  the  ammidment  under 
FIFRA  8  3(cK5): 

(1)  An  increase  or  decrease  in  the 
percentage  in  the  product  of  one  or  more 
of  its  active  ingredimits  or  deliberately- 
added  inert  ingredients; 

(2)  A  revision  of  the  identity  or 
amount  of  impurities  present  in  the 
product; 

(3)  The  addition  or  deletion  of  one  or 
more  deliberately-added  inert 
ingredients; 

(4)  The  deletion  of  one  or  more  active 
ingredients; 

(5)  A  change  in  the  source  of  supply  of 
one  or  more  of  the  active  ingredients 
used  in  the  product,  if  the  new  source  of 
the  active  ingredient  is  a  product  which 
is  registered  under  FIFRA  8  3: 

(6)  Deletion  of  approved  uses  or 
claims; 

(7)  Redesign  of  the  label  format 
involving  no  substantive  changes, 
express  or  implied,  in  the  directions  for 
use,  claims,  representations,  or 
precautionary  statements; 

(8)  Change  in  the  product  name  or 
addition  of  an  additional  brand  name,  if 
no  additional  claims,  representations,  or 
uses  are  expressed  or  implied  by  the 
change; 

(9)  Clarification  of  directions  for  use; 
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(10)  Correction  of  typographical  - 
errors; 

(11)  Changes  in  the  registrant’s  name 
or  address; 

(12)  Adding  supplemental  registrants 
under  §  162.6(b)(4); 

(13)  Changes  in  the  package  or 
container  size; 

(14)  Changes  in  warranty,  warranty 
disclaimer,  or  liability  limitation 
statements,  or  addition  to  or  deletion  of 
such  statements; 

(15)  "Splitting”  a  label  for  the  sole 
purpose  of  facilitating  the  marketing  of  a 
product  in  different  geographic  regions 
with  appropriate  labels,  where  each 
amended  label  will  contain  previously- 
approved  use  instructions  (and  related 
label  statements)  appropriate  to  a 
particular  geographic  region; 

(16)  Any  other  type  of  amendment,  if 
the  Administrator  or  his  designee 
determines,  by  written  finding,  that 
Agency  consideration  of  scientific  data 
would  not  be  necessary  in  order  to 
approve  the  amendment  under  FIFRA 
section  3(c)(5);  and 

(17)  Compliance  with  Agency 
regulations,  adjudicatory  hearing 
decisions,  notices,  or  other  Agency 
announcements  that  unless  the 
registration  is  amended  in  the  manner 
the  Agency  proposes,  the  product's 
registration  will  be  suspended  or 
cancelled,  or  that  a  hearing  will  be  held 
under  FIFRA  section  6.  (However,  this 
paragraph  does  not  apply  to 
amendments  designed  to  avoid 
cancellation  or  suspension  threatened 
under  FIFRA  section  3(c)(2)(B)  or 
because  of  failure  to  submit  data.) 

§  162.9-2  Generalized  offer  to  pay 
compensation. 

Except  as  provided  in  §  162.9-l(b), 
each  application  for  any  registration 
action  shall  include  the  following 
statement: 

[Name  of  applicant]  hereby  ofiers  and 
agrees  to  pay  compensation  to  other  persons, 
with  regard  to  the  approval  of  this 
application,  to  the  extent  required  by 
§  3(c)(1)(D)  and  $  3(c)(2)(D)  of  the  Federal 
Insecticide,  Fungicide  and  Rodenticide  Act 
as  amended,  7  U.S.C.  §S  136a(c)(l)(D)  and 
136(c)(2)(D). 

§  162.9-3  Data  compensation  in  cases 
where  a  generic  standard  exists  for  an 
active  ingredient 

Except  as  provided  in  $  162.9-l(b), 
each  application  for  any  registration 
action  concerning  a  product  containing 
any  active  ingredient  for  which  the 
Agency  has  published  a  final  generic 
standard  shall  include: 

(a)  A  citation  of  each  such  standacd; 


(b)  The  registrable  uses  listed  in  the 
standard(s)  (or  additional  registrable 
uses,  in  the  case  of  amendments)  for 
which  approval  is  sought; 

(c)  An  acknowledgment  that  the 
application  relies  on  all  data  which, 
according  to  the  standard(8),  support  the 
registrability  of  each  such  use; 

(d)  A  statement  that  the  applicant  has 
furnished  to  each  person  who,  according 
to  the  cited  standard(s),  is  an  original 
submitter  of  an  item  of  data  submitted 
on  or  after  fanuary  1, 1970  which 
supports  the  registrability  of  applicant's 
pr^uct  (other  Uian  persons  with  whom 
the  applicant  has  agreed  in  writing  on 
the  amount  and  terms  of  payment  of  any 
compensation  that  may  be  payable 
under  FIFRA  section  3  with  regard  to 
approval  of  the  application): 

(1)  A  notification  of  the  applicant’s 
intent  to  apply  for  registration,  including 
the  proposed  product  name,  a  listing  of 
the  product's  active  ingredients,  and  the 
product’s  intended  uses  (or  proposed 
additional  uses,  in  the  case  of 
amendments); 

(2)  An  offer  to  pay  the  person 
compensation,  with  rega^  to  the 
approval  of  the  application,  to  the  extent 
required  by  FIFRA  sections  3(c)(1)(D) 
and  3(c)(2)(D); 

(3)  An  offer  to  conunence  negotiations 
to  ascertain  the  amount  and  terms  of 
compensation  to  be  paid;  and 

(4)  The  applicant's  name,  address,  and 
telephone  number. 

§  162.9-4  Acknowledgment  of  reliance  on 
data  for  products  with  active  ingredients 
for  which  no  generic  standard  exists. 

Except  as  provided  in  §§  162.9-l(b) 
and  162.9-8,  each  application  for  any 
registration  action  concerning  a  product 
containing  any  active  ingredient  for 
which  EPA  has  not  published  a  final 
generic  standard  shall  include  an 
acknowledgment  that  for  purposes  of 
FIFRA  section  3(c)(1)(D)  the  application 
relies  on  (and  any  resulting  registration 
should  be  regarded  as  if  it  were  based 
on  the  Administrator's  consideration  of) 
the  following  data: 

(a)  All  data  submitted  or  specifically 
cited  by  the  applicant  in  support  of  the 
registration;  and 

(b)  Each  other  item  of  data  in  the 
Agency’s  files  which: 

(1)  Concerns  the  properties  or  effects 
of: 

(i)  Applicant’s  product; 

(ii)  A  product  which  is  identical  or 
substantially  similar  in  composition  to 
applicant's  product;  or 

(iii)  One  or  more  of  the  active 
ingredients  of  applicant’s  product  for 
which  EPA  has  not  yet  published  a  final 
generic  standard;  and 


(2)  Is  one  of  the  types  of  data  that  EPA 
would  require  to  be  submitted  for 
scientific  review  by  EPA  if  the 
application  sought  the  initial  registration 
under  FIFRA  section  3(c)(5)  of  a  product 
with  composition  and  intended  uses 
identical  or  substantially  similar  to 
those  of  the  applicant’s  product,  under 
the  data  requirements  in  effect  on  the 
date  EPA  approves  applicant’s  present 
application. 

§  162.9-5  Offer  of  compensation  in  cases 
where  §  162.9-4  applies. 

Each  application  to  which  §  162.9-4 
applies  shall  also  include  a  statement 
that  the  applicant  has  carefully 
examined  ^e  most  recently  published 
version  of  the  EPA  publication  entitled 
“Pesticide  Data  Submitters  by 
Chemical,”  and  has  furnished  to  each 
person  listed  as  the  original  submitter  of 
any  data  concerning  any  active 
ingredient  of  applicant’s  product  for 
which  EPA  has  not  yet  published  a  final 
generic  standard  (other  than  persons 
with  whom  the  applicant  has  agreed  in 
writing  on  the  amount  and  terms  of 
payment  of  any  compensation  that  may 
be  payable  under  FIFRA  section  3  with 
regard  to  approval  of  the  application): 

(a)  A  notification  of  the  applicant’s 
intent  to  apply  for  registration,  including 
the  proposed  product  name,  a  listing  of 
the  product’s  active  ingredients,  and  the 
uses  (or  a  summary  of  those  uses)  which 
will  appear  on  the  product’s  labeling  if 
the  application  is  approved  (including 
previously-approved  uses  and  proposed 
added  uses): 

(b)  An  offer  to  pay  the  person 
compensation,  with  regai^  to  the 
approval  of  the  application,  to  the  extent 
required  by  FIFRA  section  3(c)(1)(D)  and 
§  3(c)(2)(D); 

(c)  An  offer  to  commence  negotiations 
to  ascertain  which  data  is  subject  to  the 
compensation  requirement  of  FIFRA 
section  3(c)(1)(D)  and  the  amount  and 
terms  of  compensation,  if  any,  to  be 
paid;  and 

(d)  The  applicant’s  name,  address, 
and  telephone  number. 

§  162.9-6  When  required  statements  must 
be  furnished. 

The  materials  required  under 
§S  162.9-3(d),  162.9-5,  and  162.9-8(e) 
may  be  furnished  to  EPA  with  the 
original  application  or  at  any  later  time 
prior  to  EPA’s  approval  of  the 
application. 

S  162.9-7  Exemption. 

(a)  Under  FIFRA  section  3(c)(2)(D),  an 
applicant  who  seeks  registration, 
reregistration,  or  amended  registration 
of  an  end-use  product  (as  defined  in 
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paragraph  (c)  of  this  section]  is  exempt 
from  the  compensation  requirement 
imposed  by  FIFRA  section  3(c)(1)(D) 
with  respect  to  data  which  pertain  to  the 
safety  of  any  other  registered  pesticide 
product  which  the  applicant  purchases 
from  another  producer  and  uses  in 
formulating  his  product. 

(b)  Data  pertain  to  the  safety  of  a 
purchased  product  if  they  would  be 
scientifically  pertinent  to  an  Agency 
evaluation  of  the  safety  of  the  purchased 
product  or  one  or  more  of  its  ingredients, 
rather  than  pertinent  merely  to  an 
evaluation  of  the  safety  of  an  end-use 
product.  To  be  pertinent  to  the 
purchased  product’s  safety,  the  data 
need  not  have  come  from  a  test  using 
the  particular  producer’s  product.  For 
instance,  any  toxicity  data  from  a  test  in 
which  a  reagent-grade,  laboratory-grade, 
or  technical-grade  active  ingredient  was 
the  substance  tested  normally  would  be 
scientifically  pertinent  to  an  evaluation 
of  the  safety  of  any  pesticide  product 
containing  that  active  ingredient  (with 
certain  exceptions  depending  on  use 
patterns).  However,  toxicity  data  from  a 
test  in  which  the  substance  tested  was  a 
formulated,  end-use  product  (whether  or 
not  use-diluted)  normally  would  pertain 
only  to  the  safety  of  the  same  end-use 
product,  closely  similar  end-use 
products,  or  their  ingredients,  but  not  to 
the  safety  of  other  end-use  products. 

(c)  As  used  in  this  section,  the  term 
“end-use  product’’  means  a  pesticide 
product  whose  labeling  bears 
instructions  for  using  or  applying  the 
product  (as  packaged  and  sold,  or  after 
dilution  by  ^e  applicator)  for  controlling 
pests  or  regulating  plant  growth.  The 
term  excludes  products  whose  labeling 
allows  use  of  the  product  to  formulate 
other  pesticide  products. 

(d)  FIFRA  section  3(c)(2)(D)  does  not 
provide  an  exemption  from  the  FIFRA 
section  3(c)(1)(D)  compensation 
requirements  to  the  extent  that  an 
application  relies  on  efficacy  data,  or  on 
safety  data  not  pertinent  to  the 
purchased  product’s  safety  (e.g.,  data 
concerning  the  safety  of  similar  end-use 
products).  FIFRA  sec.  3(c)(1)(D)  requires 
the  applicant  to  furnish  a  compensation 
offer  to  the  original  submitters  of  such 
data.  The  “Listing  of  Pesticide  Data 
Submitters”  (see  §  162.9-5)  does  not  at 
this  time  differentiate  between  types  of 
data  submitted.  Accordingly,  applicants 
for  registration  actions  on  end-use 
products  should  comply  with  the 
requirements  in  §  162.9-5  (furnish 
compensation  offers  to  all  listed  data 
submitters  with  whom  no  written 
agreement  has  been  reached),  to  avoid 
the  risk  of  summary  cancellation  or 
denial  as  provided  in  FIFRA  section 
3(c)(l)(D)(iO.  Negotiations  with  listed 
data  submitters  should  quickly  disclose 


which  data  are  exempt  from  the 
compensation  requirement. 

§  162.9-8  Altamata  procedure  for  certain 
applicants  for  conditional  registration. 

(a)  An  applicant  for  conditional 
registration  of  a  new  product  (or  for 
conditional  amendment  of  an  existing 
registration]  need  not  comply  with 
§§  162.9-4  and  162.9-5  if: 

(1)  Each  of  the  product’s  active 
ingredients  is  contained  in  some  product 

.currently  registered  under  FIFRA; 

(2)  The  product  will  be  labeled  as  an 
end-use  product,  as  defined  in  §  162.9- 
7(c);  and 

(3)  The  applicant  complies  with 
paragraphs  (b)  through  (f)  of  this  section. 

This  section  does  not  apply  to  other 
applicants. 

(b)  The  applicant  must  furnish  to  EPA, 
with  his  application,  a  copy  of  each  item 
of  test  data  required  to  satisfy  the 
minimum  requirements  for  data  that 
apply  to  the  applicant’s  product  and  all 
of  its  uses,  according  to  the  Registration 
Guidelines  (or  instructions  to  the 
applicant  by  EPA),  except  that  the 
applicant  need  furnish  only  data  which 
are  to  be  derived  from  tests  using  a 
formulated  product  as  the  test 
substance.  All  such  data  shall  be 
derived  from  tests  using  the  applicant’s 
product  (or  another  product  with 
identical  composition)  as  the  substance 
tested. 

(c)  The  applicant  shall  furnish  with 
the  data  he  submits  a  statement  setting 
forth,  to  the  best  of  his  knowledge,  the 
name  and  address  of  each  person  at 
whose  expense  each  submitted  item  of 
data  was  generated,  and  how  the 
applicant  came  into  possession  of  each 
of  the  items  of  data  (e.g.,  applicant 
generated  the  data;  applicant  obtained 
the  data  from  another  firm  (identify); 
applicant  copied  data  from  a 
publication;  applicant  obtained  a  copy 
of  the  data  from  EPA). 

(d)  The  applicant  shall  submit  with  his 
application  a  statement  that  EPA,  in  its 
evaluation  of  the  properties,  efflcacy, 
and  safety  of  the  formulated  end-use 
product,  may  not  consider  any  data  as 
supporting  the  application,  except  the 
following  data: 

(1)  The  data  the  applicant  has 
submitted  to  EPA  under  paragraph  (b)  of 
this  section; 

(2)  Other  data  pertaining  to  the  safety  • 
of  the  product’s  active  ingredients, 
rather  than  to  the  safety  of  the  end-use 
product;  and 

(3)  Existing  tolerances,  food  additive 
regulations,  exemptions,  and  other 
clearances  issued  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(e)  If  the  applicant  knows  that  any 
item  of  data  he  submitted  under  this 


section  was  generated  by  (or  at  the 
expense  of)  another  person  who 
originally  submitted  the  data  to  EPA  (or 
its  predecessor,  USDA)  on  or  after 
January  1, 1970,  to  support  an 
application  for  registration, 
experimental  use  permit,  or  amendment 
adding  a  new  use  to  an  existing 
registration,  or  for  reregistration  (unless 
the  applicant  and  the  original  data 
submitter  have  reached  written 
agreement  on  the  ambimt  and  the  terms 
of  payment  of  any  compensation  that 
may  be  payable  under  FIFRA  section 
3(c)(l)(D)(ii)  with  regard  to  approval  of 
the  application),  the  applicant  shall 
submit  to  EPA  a  statement  that  he  has 
furnished  to  each  sufdi  identified 
original  data  submitter. 

(1)  A  notification  of  the  applicant’s 
intent  to  apply  for  registration,  including 
the  proposed  product  name; 

(2)  An  offer  to  pay  the  person 
compensation,  with  rega^  to  the 
approval  of  the  application,  to  the  extent 
required  by  FIFRA  sections  3(c)(1)(D) 
and  3(c)(2)(D); 

(3)  An  identification  of  the  item(s)  of 
data  to  which  the  offer  applies; 

(4)  An  offer  to  commence  negotiations 
to  ascertain  the  amount  and  terms  of 
compensation  to  be  paid;  and 

(5)  The  applicant’s  name,  address,  and 
telephone  number. 

(f)  If  the  applicant’s  product  contains 
any  active  ingredient  other  than  those 
that  are  present  solely  because  of  the 
incorporation  into  the  product  during 
formulation,  of  one  or  more  other 
registered  pesticide  products  purchased 
from  another  producer,  then  the 
applicant  shall  also  comply  with 
§  162.9-5  as  to  such  active  ingredient, 
and  the  application  shall  contain  an 
acknowledgment  that  for  purposes  of 
FIFRA  section  3(c)(1)(D)  the  application 
relies  on  (and  any  resulting  registration 
should  be  regarded  as  if  it  were  based 
on  the  Administrator’s  consideration  of) 
the  following  data: 

(1)  All  data  submitted  or  specifically 
cited  by  the  applicant  in  support  of  the 
registration;  and 

(2)  Each  other  item  of  data  in  the 
Agency’s  files  which: 

(i)  Concerns  the  properties  or  effects 
of  any  such  active  ingredient;  and 

(ii)  Is  one  of  the  types  of  data  that 
EPA  would  require  to  be  submitted  for 
scientific  review  by  EPA  if  the  applicant 
sought  the  initial  registration  under 
FIFRA  Sec.  3(c)(5)  of  a  product  with 
composition  and  intended  uses  identical 
to  those  proposed  for  the  applicant’s 
product,  under  the  data  requirements  in 
effect  on  the  date  EPA  approves  the 
applicant’s  present  application. 
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